COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 12.05.2025 N= 11933

OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOFPOTIPEITAPATA U002

1. HAUMEHOBAHHUE JJEKAPCTBEHHOI'O IIPEITAPATA
KAIITOKOPBEJI, 25 mr, Ta0neTKku.
KAIITOKOPBEJI, 50 mr, Ta0neTKH.

2. KAUECTBEHHBIN U KOJTUMYECTBEHHBIN COCTAB
JelicTBytoliee BENIECTBO: KalTOMPHUIL.

KAIITOKOPBEJL 25 mr, TabJIeTKH

Kaxnas Tabnerka cogepkut 25 Mr KanTonpuia.
BcmomorarenbHbie BemecTBa, HATMYME KOTOPHIX HAZ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO
npemnapara: jakrosa (cm. pazzaen 4.3, 4.4).

KAIITOKOPBEJL 50 mr, TabjeTKH

Kaxnas Tabnerka cogepxut 50 Mr kanronpuia.
BcrmomorarenbHbie BEmecTBa, HATMYME KOTOPHIX HAZ0 YYHUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npemnapara: jJakrosa (cm. pazgen 4.3., 4.4).

ITomubIi MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TaOmeTku.
Kpyrible miockonuinHapuueckue TabieTku 0eroro Wik MoYTH OeNoro IBeTa ¢ XapaKTEPHBIM

3amaxoM ¢ pUCKoH U ¢ackoi. Jlomyckaercst HaIuunue «MpaMOpPHOCTH.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapatr KAIITOKOPBEJI noka3an k mpMMEHEHHIO y B3pOCIbIX B Bo3pacTe ot 18 ser:

— apTepualbHas TUNEPTEH3Hs, B TOM YHCIE PEHOBACKYJsSpHas (BKIIOYAas HEOCIO>KHEHHBIN
TUIIEPTOHUYECKUN KpU3);

— XpOHHYECKasi CepieyHast HeIOCTaTOYHOCTh (B COCTaBE KOMIUIEKCHOM Teparun);

— OCTphlii MH(pApKT MHOKapjaa: B TEUEHUE MepBbIX 24 4yacoB ¢ MOMEHTa HMHpapKTa mnpu
KJIIMHUYECKH CTaOMIIBHOM COCTOSIHUU;

— jauchyHKIMA JIEBOro >keinyaouka ((ppakuust BbiOpoca jeBoro xemynouka < 40 %) mocnue
NepeHeceHHOro NH(apKTa MUOKap/ia MPU KIMHUYECKH CTAOMIIbHOM COCTOSIHUM 11 CHUDKEHUS
4acTOThl BO3HMKHOBCHMSI KJIMHMYECKH BBIPDAKEHHOM CEpACYHOM HENOCTATOYHOCTH,

YBCIWUYCHHUA BBDKHBAEMOCTHU U CHUKCHH A YaCTOTBL rocnma.nmaunﬁ I10 ITOBOAY XpOHI/I‘IeCKOI\/'I



COOTBETCTBYET 2K
ot 12.05.2025 N= 11393

(NOCNEQCBATENEHOCTE 0002)

Y OTYETY

CepJICYHON HETOCTATOYHOCTH;

— numaberndeckas HedpomnaTus Ha GoHe caxapHoro nuadera tumna I (mpu anpOymMuHYypHuu 60Jee
30 mr/cyT).
4.2. Pe:kuM 103UPOBAHUS M CITOCO0 NMPUMEHEHUs

PexxuM 1o3upoBaHus

Pexxum 103upoBaHus yCTaHABIMBAETCS UHIUBUAYAIBHO.

Jnsg oOecniedyeHuss yKa3aHHOTO pEKMMa JO3UPOBAaHUS IPU HEOOXOIMMOCTH IPHUMEHEHUS
KanTornpuia B Ao3e 12,5 Mr HeoOX0auMO MPUHUMATH Y5 TaOJIETKU 25 MT, IPH HEOOXOAUMOCTH
NPUMEHEHUs KanTomnpuia B fo3e 6,25 Mr HeoOXOAMMO MpPUHUMATh Mpenaparhl KamnTompuia
JIPYTUX TMPOU3BOAUTENCH, O0ECNEYMBAIOIINX HEOOXOIUMBIA PEXUM JT03UPOBAHUS (TaOJIETKU
25 Mr ¢ KpecTooOpa3HOM PUCKON WM TabyeTku 12,5 Mr ¢ pUCKO#A).

ApmepuanvHasn cunepmen3us, 8 MOM YuUcjie PeHOBACKYIAPHAS

Kanronpun HaunHaroT B HawanmpHOU mo3e 12,5 mr (Y4 tabnerku 25 mr) 2 paza B cytku. [lpu
HEOOXOAMMOCTH /103y MOCTENEHHO (C MHTEpBajIOM 2—4 HEeJEeNH) YBEIUYMUBAIOT 1O JOCTHUKEHUS
ontumManbHOrO 3(ddexra. [Ipm MATKOW M yMEPEHHOH CTENeHH apTepHaIbHON THIEPTCH3UU
0ObIUHas MOAIEPKMBAIOIIAS /1032 KANTONPHIIA COCTABIIAET 25 MI 2 pa3a B CYTKH; MaKCUMajbHas
no3a — 50 mr 2 pasza B cytku. llpu TspKenmoil apTepualibHOM THNEpTEH3UM HadajdbHas [103a
coctasisieT 12,5 mr (%2 tabnerku 25 Mr) 2 paza B CyTKU. J{03y MOCTENEHHO YBETUYHBAIOT JI0
MaKCUMaIbHOU cyTouHOM 1036l 150 Mr (1m0 50 Mr 3 pa3a B CyTKH).

KanTonpun MOXHO NMPUMEHATh B MOHOTEPANMH WU B COYETAHUU C JIPYTUMU TMIOTEH3UBHBIMU
JIEKapCTBEHHBIMU CpeACTBaMHU (HampuMep, ¢ THa3UAHBIMU IuypeTrukamu). HazHauaTh KanTompui
NanueHTaM, MOJyYalolUuM JUYPETUKH, CIEIyeT ¢ 0CO00H OCTOPOKHOCTBIO TMOJ| BpauyeOHbBIM
HaOJII0/IEHUEM.

[Ipy HEOCIOXHEHHOM THUIEPTOHHYECKOM KpH3€ BO3MOXKHO CYOJMHTBallbHOE Ha3HAuUCHUE
npenapata KAIITOKOPBEJI. Hauanshas n03a kanronpuiia coctanisgeT 25 mr. TabneTky cienyer
MMOMECTHUTH TIOJT SI3BIK M JIEPKaTh TaM JI0 TMOJHOTO PAacTBOPEHUs, HE TIPOTJIATHIBAs U HE 3alHBast
Bojoi. Ilocne mnpuema mpemapata HEOOXOAMMO TINATEIBHO KOHTPOJIMPOBATh IOKa3aTeNln
apTepUaNIbHOIO JIaBJICHUS U YaCTOTHI CEPACUHBIX COKpallleHui. B ciiydae OTCyTCTBUS CHUKEHUS
MoKa3aTesel apTepuanbHOro AaBieHUs B TeueHue 30 MUHYT mocje mpuema npemnapara MO>KHO
MOBTOPHO MPUHATH 25 MI cyOIMHTBalIbHO. MakcuManbHas 103a coctapisieT 50 mr.
Xponuueckas cepoeunas HeOOCMamouyHoOCmyb (6 COCMage KOMOUHUPOBAHHOU mepanuu)

Y namueHToB € XPOHMYECKOW CEpJIEYHOM HEIOCTaTOYHOCTBIO TEpalui0 KalTONPUIOM
HEO0OXOIMMO HAaUYWHATH MOJI MPUCTAILHBIM BpaueOHBIM HaOMt0ieHHeM. B OONBIIMHCTBE CITy4aeB
KalToONpui JOJDKEH TNPUMEHSThCS BMECTE€ C JAUYpeTUKaMH U (MPU HATUYUM TOKa3aHUM)

CEPACYHBIMU I''TUKO3HUJaMU. Ecmmu Nepea HA3SHAYCHUEM KaIITOIIPpHJIa MIPOBOAMIACE JUYPETHICCKAA
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KpPOBHU W/1in 00b&éMa nupkyaupyromeit kposu (OLIK).

HavanbHas cyrounast n1o3a kanrtonpuia coctasisieT 6,25 Mr 3 pa3a B CyTKU (JJ1 NALMEHTOB C
BepU(DUIIMPOBAHHONW WJIM BO3MOKHOW THIIOHATPHUEMHUEH W/WIM TUIOBOJeMuen) wimm 12,5 mr
(Y2 Tabnerku 25 mr) 3 pasza B cyrku. B panpHeiinem J03y YBEIMUMBAIOT MOCTENEHHO (C
UHTEpBAJIAaMU HE MeHee 2-X HeJeNb Ui OLEHKU JOCTUTHYTOrO KIMHHYECKOro 3(dexTa) B
3aBUCUMOCTM OT HWHAMBUAYaJbHON mnepeHocuMocTd. CpenHsis NOLJEpKUBAIOLIAas /1032
KanTonpuia coctarisier 25 mr 2-3 pasza B cyTku. MakcumanbHas J103a kanrornpuiaa — 150 mr B
CyTKH (B 2-3 mprema).

Ocmpuouii ungpapkm muoxapoa: 8 meyeHue nepevix 24 uacos ¢ MomeHma uHgapkma npu
KAUHUYECKU CIAOUTbHOM COCMOSIHUU NAYUEeHmda

[Tpu octpom unpapkre muokapaa jeuenue npenapatrom KAIITOKOPBEJI neo6xoaumo HauaTh
KaK MO>KHO ObICTpee MpH KIMHUYECKU CTa0MIBHOM COCTOSIHMY ManuenTa. [Ipenapat Ha3HavaeTcs
B TECTOBOI1 J103¢€ 6,25 Mr, uepe3 2 yaca Ipu OTCYTCTBUM HapYIIECHUH FreMOJMHAMUKY Ha3HA4YaeTCs
npermapart B 1o3e 12,5 mr (Y4 Tabnerku 25 mr), uepe3 12 gacoB npenapart Ha3HAYASTCS B JJOZHPOBKE
25 mr. Haunnas co cnenyromero ausa npenapat KAIITOKOPBEJI naznauaercs B 1o3e 100 mr/cyt
3a 2 mpuema Ha cpok 4 uexenu. [lo ucreuenun 4 Henenb cieayeT BHOBb OLIEHUTH COCTOSHUE
NalUeHTa U Ha3HAaYeHHOE JICYEHHE.

Juchyukyus nesoco ocenyoouxka (gpaxyus evibpoca nesozo dwcenyoouka < 40 %) nocne
nepeHecenH020 UHpaprma Muokapoa npu KIuHU4ecKu CmaduibHOM cOCMOsSHUU

VY nanueHToB, HaXOASIIUXCS B KIMHUYECKH CTAOUILHOM COCTOSIHUH, MPUMEHEHHE KanTOIpHIia
MOXHO HauyWMHATh yXe uepe3 3 aHs mocie uHpapkra muokapnaa. IlepBas mo3a kamTompuia
cocrasisieT 6,25 Mr 1 pa3 B cyTKu. 3aTeM /103y KanTonpuiia yBeJIUYuBaioT 10 12,5 mr (72 TabneTku
25 mr) 3 pasa B cyTku. B ganpHelem 103y KanTONpHUIa MOCTETIEHHO, B T€YEHHE HECKOJIbKUX
JTHEeW — HECKOJIbKHUX HeJleNb (B 3aBUCMOCTH OT IIEPEHOCUMOCTH), YBEJTMUHUBAIOT J10 75 MT' B CyTKH
(B 2-3 mpuema) BIUIOTh 0 MakcUMalbHOW cyTouHOM 103bl 150 mr (50 mr 3 pasa B CyTKm).
VYBenuueHrne M03UPOBKU KamnToONpuia 10 75 MI B CYTKM PEKOMEHJYEeTCS OCYIIECTBISTH B
YCIIOBUSX CTAllMOHApa O] MPUCTAIBHBIM BpauyeOHBIM HAOTIOJCHHEM.

HHuabemuyeckas nepponamus na goue caxaproeo ouabema | muna (npu aroymunypuu 6onee
30 me/cymru)

Kanronpun HazHayatot B cyrouHo# 1o3e 75—100 mr, pa3neneHHon Ha 2—3 npuema.

VY mnamnuweHToB c caxapHbIM nuaberom | Tuma, HopMmanbHbIM AJl U MUKpoanbOyMUHYypUen
(oxckpenust anpOymuna 30-300 Mr B cyTkH) 3¢ deKTUBHAS 103a KanTonpuia coctasiseT 50 mr 2
paza B CyTKH. Y MalMEHTOB C caxapHbIM auadbeToMm | Tuma, HopManbHBIM AJ] ¥ BBIpaKCHHOM

npoTenHypHel (FKckpenus 6enka ¢ Mmouoit 6osee 500 Mr B cyTkH) 3G (heKTUBHAS 1032 KalITOIPHIIA
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cocTaBiisieT 25 Mr 3 pa3a B CyTKH.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmoi ¢ Hapywenuem Qyukyuu noyex, He 00yciosiIeHHbIM Ouabemuueckol Hepponamueri
[TockonbKy KanTONPHIJI BBIBOJUTCS MPEUMYIECTBEHHO MOYKAMH, €ro BbIBEICHUE HapyIIaeTcs
pu MoveyHou HepocTaToyHOCTH. [laninenTam ¢ HapylieHneM (GyHKIUU MOYeK CIEAYeT ¢ 0CO00i
OCTOPOXKHOCTBIO YBEIIMYMBAThH 103y MpermapaTa, MPUMEHsS MEHBIIUE T03bI W/WIH COOIoas
OoJsiee anuTenbHbIe (HEe MeHee 1—2 HelleIb) MHTePBAJIbI MEXK]Y YBEIIMUEHUIMU J03UpoBKU. [locie
JOCTHKEHUS KEJIaeMOro TepareBTu4Yeckoro 3¢ ¢ekra cieayeT YMEHbIIUTh MOAJIePKUBAIOIIYIO
1103y KalToNpuia /UM YBETUYUTh HHTEPBAJl MEXy IPUEeMaMH Mpernapara.
[Tpr HEOOXOMUMOCTH JOTIOJHUTEILHON TEpanuyd JAUYPETUKAMH Yy TAIIUCHTOB C TSIKEIBIM
HapylmieHHeM (YHKIUMA TOYeK TMPEANOYTUTEILHBIM SIBISICTCS TMPUMEHEHHE «IIETIICBBIX)
TUYPETHKOB (Harpumep, GpypocemMusia), a He TNYPETUKOB THA3UTHOTO PsAa.
[Ipu nHapymienun (yHKIMK TMOYEK Jerkoil u ymepeHHoil creneHu Tsokectu (CK® OGonee
40 mn/mun/1,73 M%) KanTonpui MoxKHO Ha3HAYaTh B A03e 75150 Mr/cyTku (KOppeKIus 1035 He
TpeOyercst). [lpu TspKenoOW IMOYEYHOW HEJOCTATOYHOCTH JUIsl TPEAOTBPAIICHUS KYMYIISIIAN
KalTomnpusa peKOMEHAYETCS CIEAYIOUINI PEKUM JI03UPOBAHUS:

Pexomennyemas cxema koppekuuu 103 npenapara KAITTOKOPBEJI

y MallMEeHTOB C HapyUIeHHEM (DYHKIIUU MTOYEK

CxopocTb Ki1yOOUKOBOM Hauanehnas cyrounas go3a | MakcuManpHas CyToyHas 1032
bunbTpanun (mr) (mr)
(Mn/mun/1,73 M)
> 40 25-50 150
21-40 25 100
10-20 12,5 (%2 Tabnetku 25 mr) 75
<10 6,25 37,5 (25 mr u Y2 Tabnetku 25 mr)

Tayuenmoi ¢ Hapywenuem Gyukyuu novex 00yclosieHHbIM Ouabemuieckol Heghponamuet

[lpu HapymeHMH (QYHKIUH TOYEK JIerkod U ymepeHHoW creneHu TsbkectH (CKD Oonee
30 mn/mun/1,73 M%) KOppeKIMs 0361 KANTONpHIA He TpedyeTca. OTCYTCTBYET OMBIT HPUMEHEHHUS
KanTonpuia Yy TNaNUeHTOB ¢ JauabeThyeckodl HeppomaTued U TKEIOH MOYEHHOH
HenocTarouHocThio (CK® < 30 Mn/mMun/1,73 M?). V TakuX MalHEHTOB PEKOMEHIYETCS TIPHMEHATH
KaITOIpUJII ¢ 0c000# OCTOPOKHOCTHIO, B MEHBILIUX J103aX W/WIIM coOr0Aas1 OoJiee AUTeIbHbIE (He
MeHee 1—2 Hesenb) HHTePBABI MEXy YBEITUICHUSIMH JTIO3UPOBKH.

Tayuenmor noscunozo eo3pacma

VY nanMeHTOB MOKWJIOTO BO3pacTa MPUMEHEHHE KanToIlpuia peKOMEHAYETCS HaUMHATh C JI03bI

6,25 Mr 2 paza B CyTku. B panpHeillieM 103y KanTompuia IOCTEIIEHHO IOBBILIAKOT.

4



COOTBETCTBYET SKCTNEPTHC

ot 12.05.2025 N= 11933

PexomenyeTcss MOCTOSIHHAsT KOPPEKIHSI JTO3HI |B 3aBHCI!;11;lIIC_IIC::l:‘Ijll %@Q@b“aﬁ%ﬂé%k 0 '%::rg;f'a u

Y OTYETY

OPUMEHEHHE HAaUMEHBUIMX [03 KanTonpwia, OOeCHeunBaromuX aJeKBAaTHBIH KOHTPOJb
apTepHaJIbHOTO J1aBJICHUS.

eTH
bezonacHocTh U 3(pPeKTUBHOCTL MPUMEHEHHs Mpernapara y jAeTeid B Bo3pacTe A0 18 ner He
YCTaHOBJIEHBI. JJaHHbBIE OTCYTCTBYIOT.

Cnooco0 npuMeHeHus

Buytpsb 3a 1 yac 10 enpl.

4.3. IlpoTUBONOKA3AHHS

— T'unepuyBcTBUTENBHOCTh K KamTonpuiy, ApyruMm uHruOutopam AIlD wim x mobomy u3
BCIIOMOTaTeJIbHBIX BEIIECTB, IEPEUUCIIEHHBIX B pa3zaene 6.1.;

— aHruoHeBpoTHyeckuil otek (orek KBuHKe) B aHaMHe3e, CBA3aHHBIN C IPUEMOM HHTHOUTOPOB

— AIID u HacIeaCTBEHHBIA/UIMONATHICCKUM aHTHOHEBPOTUYECKHH OTEK;

—  TSDKEJIbIe HapyIIeHUs GYHKIUH ITCUYSHU H/HITH TIOYCK;

— pedpakTepHas runepKagIueMus;

— JIByCTOPOHHHUH CTEHO3 IOYEYHBIX apTepuii, CTEHO3 apTepuu EAMHCTBEHHON IIOYKU C
MIPOrPECCUPYIOLLIEN a30TEMUEH;

— COCTOSIHME MOCJ€ TPaHCIUIAHTAIUH TT0YKH;

— CTEHO3 YCThsl aOpTHI M AHAJOTMYHBIE U3MEHEHMsI, 3aTPYAHSIONIME OTTOK KPOBH U3 JIEBOTO
KEITYI0UKa;

— OJHOBPEMEHHOE MPUMEHEHHUE C AIMCKUPEHOM U IpernapaTamMu, COAEepKalluMU alIUCKUPEH, Y
MAlMeHTOB C CaxXapHbIM JUa0eTOM W/WIM YMEPEHHBIMH WJIH TSDKEJIBIMU HapyIICHUSIMU
dynkuu mouek (ckopocTh KiIyboukosoii ¢umbTpamun (CK®) menee 60 mn/mun/1,73 m?
TUTOMIA/IM TOBEPXHOCTH TeNa);

— OJIHOBPEMEHHOE MPUMEHEHHUE C aHTaroHucTamu perentopoB anruoreHzuHa I (APA 1I) y
MAIMEHTOB ¢ AMa0eTHUecKoi HedponaTHei;

— OJIHOBPEMEHHOE MPUMEHEHHE C MHTMOUTOPAMH HEUTPATHHOW SHIOMENTHIA3hI (HApUMep, C
mpernapaTamMu, COJCpPXKAIIUMHU CaKyOUTpUI) B CBSI3U C BBICOKUM PHUCKOM Pa3BUTHUA
AHTMOHEBPOTUYECKOTO OTEKA;

— ©OepemeHHOCTH (cM. pasnen 4.6.);

— TMepuoj rpyaHOTO BeKapmiuBaHus (cM. pasznen 4.6.);

— Bo3pact 10 18 1et (3¢ heKTUBHOCTH ¥ 0€30MaCHOCTh HE YCTAHOBIICHBI);

— HEMEepPeHOCHUMOCTh JIAKTO3bl, MACPUIMT JAKTa3bl W CHHAPOM TJIFOKO30TaJlaKTO3HOU
Majba0CcopOIuy.

4.4. OcoOble yka3aHHus 1 Mepbl NPeI0CTOPOKHOCTH PH MPUMEHEeHUH
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C 0CTOPOKHOCTBIO

— AprepuanbHas TUIIOTEH3HUS;

— XpOHHMYECKas cep/ieyHasi HeI0CTaTOYHOCTh;

— uueMuueckas 00Je3Hb cep/ila WK HepeOpoBacKyIsIpHbIe 3a00IeBaHMs;

— TEPBUYHBII rUNepaIba0CTePOHU3M;

— HapyuieHus QyHKIUU TICUYCHH;

— CHCTEeMHBIE 3a00J€BaHUS COCIUHHUTEIBHONH TKaHM (CHCTEMHAasi KpacHas BOJIYAHKa,
CKJIEpOACPMHUS U JIp.), YTHETEHHE KOCTHOMO3TOBOT'O KPOBETBOPEHUS, HIMMYHOCYIIPECCUBHAS
Tepanusi, OJHOBPEMEHHOE IPUMEHEHHUE aJUIONyPUHOJIA UITH TPOKAaMHAMU/A, WK KOMOMHALINS
yKa3aHHBIX OCIOXKHSIOMUX (HaKTOPOB (PUCK Pa3BUTHS HEHTPOIIEHUH U arpaHyJIoONNTO3a);

— HapyueHus (QyHKIHH TOYEK;

— TAIUEeHTHl, HAXOAAIIUECS Ha TeMOIUAIIN3E;

— THUIepKaTueMus;

— caxapHblil 1uadeT;

—  OTSTOILEHHBIN aJUIeProJIOrMUecKuil aHaMHE3 WM aHTHOHEBPOTUYECKHI OTEK B aHAMHE3E;

— OJHOBPEMEHHOE MPOBEACHUE JECCHCUOMITN3AINY aJUIEPTeHOM U3 /12 IEPETOHYATOKPBLIBIX;

— OJHOBpPEMEHHOE TMpOBEICHUE MpoIleaypbl adepe3a IUMONPOTEMHOB HHU3KOH IIOTHOCTH
(JITTHII-adepesa) ¢ ncnonab30BaHUEM JIEKCTPaH Cylb(ara;

— TreMOAHAJIN3 C UCTIOJIb30BAaHMUEM BBICOKOIPOTOUHBIX MeMOpaH (Hampumep, AN6I®);

— COCTOSIHUSI, COIPOBOX/IAIOIINECS CHIDKEHHUEM 00beMa LIUPKYJIUPYIoIeil KpoBHU (B TOM YHCIIe
IpU Tepanuu AUYpeTHKaMH, COOJIIOIEHUH JUEThI C OrpaHUYEHUEM [TOBAPEHHOM COJH, Tuapee
WJIH PBOTE);

— IpPUMEHEHHE BO BpeMs OOJIbIINX XUPYPTUUECKUX BMEIIATEIbCTB UM IPU MPOBEACHNUN 0011Ien
AHECTE3UH;

— OJHOBpPEMEHHOE NpUMEHEHHE KaluicOeperaromux JUYpPEeTHKOB, MpernapaTroB Kajus,
KaJIMCoAEepKaINX 3aMEHUTENEH TUILEBOU COJIN;

— OJIHOBPEMEHHOE MPUMEHEHHE C MpernapaTamMu JUTHS;

— IPUMEHEHHE y MAIMEHTOB HEIPOUIHOM pachl;

— IPUMEHEHHE y MALMEHTOB MOXHWIIOT0 Bo3pacTa (crapiue 65 ser).

Oco0ble yKka3aHus

Apmepuanvuas cunomensus

VY nanueHToB ¢ apTepHaNbHOM THUNEpTEeH3WeW NpH MPUMEHEHHH KalTONpuia BBIpaKEHHAs
apTepHualibHas TUIOTEH3Us HAOI01aeTCs JIMIIb B PEAKUX cIydasx. BeposTHOCTh pa3BUTHS 3TOTO
COCTOSTHUSI TOBBILIAETCSA NMPHU MOBBIIIEHHON MOTEpe >KUIKOCTH U TUIOHATPUEMHH (HaImpHUMep,

1ocjie UHTEHCUBHOTO JICUCHUS TUYpPETUKaMHU, OTpaHUUYEHUsI MOTPeOIeHUsI TOBapEHHOM coH, y
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C 0OCTOpPOXHOCTHIO HA3HAYAIOT KANTONPWI HAIMEHTaM, HAXOIIIIMMCS Ha MajOCOJICBOW HIIU
OecconeBoii muete. O0bEeM HUPKYIUPYIOIEH KPOBU U COACPKAHKE HATPHUS B KPOBH JIOJKHBI OBITh
CKOPpPEKTHPOBAaHbl JI0 HA3HAUEHUS KanTompwia. BoO3MOXHOCTH PE3KOro  CHIKEHUS
apTepHalIbHOTO JaBJICHUS MOXKET OBITh CBeJIeHa K MUHUMYMY IIPU IIPEIBapUTENIbHOM OTMEHE (3a
4-7 nHel) nUypeTHKa WU YBEIMYEHUH TOCTYIUICHUS HATpus XJopuaa (MpUOJIM3HUTENBHO 32
HEJIeNIO JI0 HavyaJla MpremMa), JIM0o MyTeM Ha3HAUYeHUs B Havasle JICUCHUs] HU3KUX /103 KalTONpuIia
(6,25-12,5 mr/cytkn). Ciemyer peryyisspHO KOHTPOJIUPOBATh (QYHKIIMIO [TOYEK MEPE]] HAauaioM, a
TaK)Ke B MpOIecce JeUeHUsl KanTonpuiaoM. M30bITouHOE CHUXKEHHE apTepUabHOTO JaBIICHUS
BCJICJICTBHE MPHEMa THIIOTCH3MBHBIX MPEMAapaToOB MOXET YBEJIWYHUTh PUCK Pa3BUTHs WH(apKTa
MHOKap/ia WK UHCYJIbTa y MAIlMEHTOB C MIIEMHYECKOW OOJIE3HBIO cep/ia Wik 3a00JIeBaHUsIMU
cocynoB Mosra. Ilpu pasButum apTepuaibHOW THHNOTEH3UHM TMALMEHT JOJDKEH MPUHATh
TOPU30HTAIILHOE MOJOXKEHHE C MPUIOJHATHIMUA HOoraMu. MoKeT moTpeOoBaThCsi BHYTPUBEHHOE
BBenenue 0,9 % pacTBopa HaTpHs XJIOpUIA.

VY nanuentoB ¢ XCH tpan3uropHoe camxenue AJl 6omnee yem Ha 20 % 0T UCXOTHOTO OTMEUYAETCS
IpUMEpPHO B MOJOBHUHE ciydaeB. CreneHb cHUXeHHMs AJ] MakcuManbHa Ha pPaHHHUX 3Tarax
nedeHus (mocie mprueMa MepBbIX HECKOJIBKHUX J103 KaNTONPUIa) U CTAOUIIM3UPYETCs B TCUCHUE
OJTHOM — JIBYX HeJeNb OT Havyasa JiedeHus. AJ] 0ObI9HO BO3BpamaeTcsi K MCXOJAHOMY YPOBHIO 0e3
CHI)KEHHUSI TepaneBTUYeCKOW 3PPEKTUBHOCTH B TE€UEHME JIBYX MecsueB. Y manueHtoB ¢ XCH
JeyeHre He0OX0IMMO HAYMHATh ¢ HU3KUX /103 Kanronpuia (6,25-12,5 Mr/cyTku) noj BpaueOHbIM
HaOrofleHneM.  YBeJIMYeHHe J103bl  KalToNpuia CJelyeT OCYIIECTBIATH C  0CO0OM
ocTopokHOCThI0. Cama 1o cebe TpaH3UTOpHAs apTepuaibHas THUIIOTCH3Us HE SBISETCS
OCHOBAHMEM JUUIsl TIPEKpaIIeHusl JiedeHusi. B Tex ciydasx, Koria apTepuajbHas THIOTCH3HS
OpUHUMAeT CTaOWIbHBIM XapakTep, cielyeT CHU3UTh J03y W/MIM NPeKpaTuTh NpUMEHEHue
JTUMYpETUKa U/UIK KanToNpuIa.

Aopmanbhwlti unu MUmMpanbHull CMeHo3/2unepmpoguieckas 06cmpyKmusHas KapoOUuoMUonamus
Kak u Bce JEKapCTBEHHBIE CpEICTBA, OOJNAArOIIME Ba30MJIATHPYIONINM JICHCTBHEM,
uHruouropel AII® nomkHEI ¢ 0CO0OW OCTOPOKHOCTHIO TPUMEHATHCS Yy TMAlMEeHTOB C
OOCTpyKIIMEH ImyTel OTTOKa KPOBH M3 JIEBOTO XKelyJ0uka. B ciaydyae reMoquHaMu4ecku 3HaUUMON
OOCTpYKIIMH MTPUMEHEHHE KaNTONpHiIa He pEeKOMEHTyeTCsl.

Hapywenue ¢pynkyuu nouex

Y HEKOTOpBIX MALUEHTOB C 3a00J€BAaHUAMHU MOYEK, OCOOCHHO C TSHKEIBIM CTEHO30M MOYEYHOU
apTepuu, HabII0aeTCs YBEIMUEHNE KOHIIEHTPAIUi a30Ta MOUEBUHBI U KPEaTUHHHA B CHIBOPOTKE
KpPOBH TOCJIE CHUKEHUSI apTepUaIbHOro AaBiieHus. /laHHoe yBenuueHue oObIYHO 00paTUMO MpU

MPEeKpaLEHNHN Tepanuy KanTonpuiaoM. B 3THX ciydasx MOXeT MOoTpeOoBaThCs CHUKEHHUE J03bI



COOTBETCTBYET 2K
ot 12.05.2025 N= 11393

(NOCNEQCBATENEHOCTE 0002)

Y OTYETY

KaIrTomnpuia U/uiu OTMEHa INypEeTUKa.

Ha ¢one pnmutenpHOro mnpuMeHeHHs Kanrompwia npubmusutensHo y 20 % manueHToB
Ha0Jr01aeTCsl yBEeIMUEHHE KOHLIEHTPAIM MOYEBUHBI M KPEaTHHHHA CBIBOPOTKU KPOBH Oo0Jiee 4eM
Ha 20 % 1o CpaBHEHUIO C HOPMOM MJIM UCXOJIHBIM 3HAYEHHUEM.

Menee ueMm y 5 % mnanueHToB, 0COOCHHO MPHU TSHKEJBIX HedporaTusx, TpedyeTcs mpeKpalieHue
JIEUYEHUs U3-3a POCTA KOHIIEHTPALMU KPEaTHHUHA.

Penosacxynapnas cunepmensus

Y mManueHToB € JABYCTOPOHHMM CTEHO30M IIOYEYHBIX apTepuil WM CTEHO30M apTepuu
€MHCTBEHHON TIOYKM TMOBBIIIEH PUCK pa3BUTHUSA apTEPHAIIbHON TUNOTEH3MM W TIOYEHHOM
HEJIOCTATOYHOCTH Mpu npuMeHeHnr UHruouTopoB AIID. [Toyeunass HeIOCTATOYHOCTH BHAYaJE
MOJKET TPOSBISATHCS JIHMIIL HEOOJBIIMMUA W3MCHCHHUSMH COJCpKAHUS KPEaTHMHHWHA B IJIa3Me
kpoBH. [I[pumeHeHre kanTonpuiia y TaKuX MalueHTOB He PEKOMEHTyeTCsl.

Tpancnianmayus nouxku

OnbIT MPUMEHEHHS KaNTOIIPIIIA Y MMAIIMEHTOB, HETABHO TIEPEHECIINX TPAHCILIAHTAIMIO TIOYKH,
otcyTcTByeT. [l0aTOMY NprMeHeHue KanTolpuiia y TaKUX NallMeHTOB HE PEKOMEHYEeTCsl.
Ilpomeunypus

[Tpu nmpumenenuu Kantomnpuna y 0,7 % nanueHToB oT™Mevanach npoteunypus 6onee 1000 mr B
cytku. B 90 % ciydaeB mpoTenHypHs BO3HUKaNA y MAllMEHTOB C HApYyIIEHUEM (PYHKIIMH MTOYEK, a
TaKKe MPU MPUMEHEHUH BBICOKUX J103 Kanrorpuia (6osxee 150 mr B cytkn). [Ipumepno y 20 %
MAIMEHTOB C MPOTEHHYpHUEH pa3BUBAJCS HePpPOTHUECKUN CUHApPOM. B OGONBIIMHCTBE CiydaeB
MPOTEUHYPHS MIPH MpUeMe KanTONMpuiia ncye3aia Uil CTENeHb €€ BhIPaXEHHOCTH YMEHbIAIach
B TeueHHUe 6 MecsLEeB HE3aBUCHUMO OT TOTO, TIPEeKpallalcs pueM npenapara win Het. [lokazaTenu
GYHKIIUM TOYeK (KOHIIGHTpAIMs a30Ta MOYEBHHBI M KPEaTHWHWHA B KPOBH) y IAIMEHTOB C
MPOTEUHYPHUEH MOYTH Bcerjaa ObUIM B TIpeenax HOPMBL. Y MallMEHTOB ¢ 3a00JEBaHUSIMU MOYEK
CIeIyeT OMpeNeNsTh CoJAepKaHue Oelka B MOYe Tepe]] HavyajaoM JICYeHHUS W TMEepUOIUUYECKU Ha
MPOTSKCHUH Kypca TePaITHH.

Hapywenue ¢pynkyuu nevenu

B penxux ciydasx mpumeneHue MHruOutopoB AIID compoBoXkmanoch pa3BUTHEM CHHAPOMA,
HAYMHAIOIIETOCS TOSIBICHUEM XOJIECTaTUYECKOM KENTYXU WM TenaTUTa U MPOrPeCcCUpPYIOIIETO
10 (GyIbMUHAHTHOTO HEKpO3a IMEYEHH, MHOTAA C JIETAIbHBIM HCXOJ0M. MexaHu3M pa3BUTHUS
JAHHOTO CHUHApoMa HeusBecTeH. Eciu y manueHTa, MOJyYarollero Tepanuio WHTUOUTOpaMu
AIl®, pa3BuBaeTcss JKeNTyXa WIM OTMEYaeTCs 3HAYUTENbHOE TMOBBIIICHUE AaKTUBHOCTU
«TEYEHOYHBIX» (EPMEHTOB, CIEAyeT NPEKPaTUTh JIEYCHHE KANTOMPUIOM W Ha3HAYHTH
COOTBETCTBYIOIIYIO BCIIOMOTaTeNIbHYIO Tepanuio. [lallMeHT JOmKeH HaxoOuThCs TOJ

COOTBETCTBYIOIINM HAOIIOCHUEM.
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Heumponenusi/acpanynoyumoslmpomboyumone

Y nanuMeHToB, NpUHUMAOMUX HHTHOMTOpHl AII®, OBUTM OTMEUEHBI CiIydau pPa3BUTHUSA
HEUTPOIIEHNH/arpaHyI0IUTO3a, TPOMOOIIMTONIEHUH ¥ aHEMUHU. Y MAlUEHTOB C HOPMAaJbHOMN
dbyHKIMEH moYeKk U B OTCYTCTBUHU JIPYTMX HapylIeHHH HelTpomeHusi BcTpeuaetcs peako. [Ipu
MOYEYHON HEJOCTATOYHOCTU OJHOBPEMEHHBIN MPHEM KaNTONPHIIa U aJUIOyPUHOJIA TPUBOIUI K
HEUTPOIICHUH.

Kanronpun crnegyer ¢ 0co0oOi OCTOPOKHOCTBIO TPUMEHSATh Y TAIMEHTOB C CUCTEMHBIMHU
3a00JIeBaHUSMU COCTUHUTEIILHON TKaHU (CUCTEMHasl KpacHas BOJIYaHKa, CKJIEPOAECPMHUS U 1p.),
MPUHUMAOIIUX UMMYHOCYIIPECCOPBI, AJUIONYPUHOJ UM MPOKAMHAMUI, WIM IPU KOMOWHAIIUU
yKa3aHHBIX OCIOXKHSIOMUX (PaKTOPOB, OCOOCHHO €CIIM UMEIOTCS paHee BO3HUKIINE HApyIICHHUS
(GYHKIMH TOYEK.

B 13 % ciyuyaeB nipu HEMTpONIEeHNU OTMEUascs JieTaabHbIi ucxod. [IpakTuuecku Bo Beex cirydasx
JIETaNbHBIN UCXO/I OTMEYalH y MallueHTOB C 3a00JIEBaHUSMU COCIUHUTEIBHON TKaHU, TOYEYHON
WIN CEpIeYHON HEAOCTaTOYHOCTHIO, HA (POHE MpHeMa HMMYHOCYIIPECCOPOB HIIM MIPU COUYETAHUN
000MX yKa3aHHBIX (DaKTOPOB.

B cBsi3u ¢ TeM, 4TO GONBIIMHCTBO JIETANBHBIX CllydyaeB HeliTporiennu Ha (hoHe uHTruOuTOpOoB AIID
pa3BUBANIOCHh Y TAKMX MAIlMEHTOB, CIEAYET KOHTPOJIUPOBATH Y HUX YHCIO JIEUKOLUTOB KPOBU
nepe; HayajioM JIEYeHHMs], B TIEpBbIe 3 MecsIa — Kaxable 2 HeJlelH, 3aTeM — Kax/ble 2 Mecsaua. Y
BCEX MAIEHTOB CJIENYET €KEMECSYHO KOHTPOIUPOBATh YUCIIO JIEHKOIIUTOB B KPOBH B IIEpBbIE 3
Mecsilla Iocie Hayaja TepanuM KanTolIpWiIOM, 3aTeM - Kaxaele 2 Mecaua. Ecnmm dwmcio
neiikoruToB Hike 4000/MKII, TOKa3aHO MOBTOPHOE MPOBEJEHNUE OOIIEro aHajau3a KPOBHU, HUXKE
1000/mMxn — mprieM Tpenapara MnpeKkpaniaT, Mpoaosbkas HabmoaeHue 3a nanueHToM. OObIYHO
BOCCTAHOBJICHHE YHCJIa HEUTPOPHUIOB MPOUCXOAUT B TEUCHHE 2-X HEAENIb IOCJIE OTMEHBI
KanToIpuia.

Y HEKOTOPBIX MAllMEHTOB Pa3BUINCh Cephe3HblE MH(EKIMOHHBIE 3a00JIeBaHMs, KOTOPhIE B psijie
CJIy4aeB HE OTBeUYaIl Ha MHTEHCUBHYIO Tepanuio anTuonotukamu. [Ipu npuMeHnenun kanronpusia
y MalUEHTOB C BBICOKUM PHUCKOM HEUTPONEHHUH/arpaHyJIOIUTO3a PEKOMEHIYEeTCS PEryspHbIN
KOHTPOJIb KOJMYECTBA JIEMKOIMTOB B KpoBU. llanmMeHTOB cienyer npeaynpeauTrb o
HEOOXO/IMMOCTH HEMEAJICHHO OOpaTUThCS K Bpauy B Cllyyae MOSBIECHHUS JIOOBIX NMPU3HAKOB
WH(]EKITMOHHOTO 3a00JIeBaHus (HApUMED, TUXOPAJKH, OO B TOPJIE).

Peaxyuu eunepuyecmsumenvnocmu/aneuonespomuyecKuti onex

[Tpu npumenennn wHruOouTopoB AIID, BKIIOYAs KanTONPHI, HAOMIOJAINCH PEAKHE CIydau
AQHTMOHEBPOTUYECKOTO OTeKa JUIa, KOHEYHOCTEH, T'y0d, s3bIKa, T'OJOCOBBIX CKIAJ0K W/WIN
ropTaHu. AHTHOHEBPOTHYECKHUI OTEK MOXKET pPa3BUTHCS B JII000€ BpeMsl B MPOIIECCE JIeUEHUSI.

B cnyuae pa3BuUTHS aHTHOHEBPOTHMYECKOTO OTEKa CJIENyeT HEMEIJICHHO MPEeKpaTUTh MpUeM
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CUMIITOMOB.

Ecnu orek nokanusyercs Ha JUIlE, CIEHUAIBHOrO JiedeHUs OObIYHO He Tpelyercs (ams
YMEHbBILIEHUSI BBIPAKEHHOCTH CHMITOMOB MOTYT OBbITh MPUMEHEHBl AHTUTHCTAMUHHBIC
npenapatsl). Jlaxe B Tex ciydasx, Korja HaOII0JaeTcss TOJNBKO OTEK si3blka 0e3 pa3BUTHS
PECIIUpaTOpHOTO  JUCTPECC-CHHIPOMA, MAIMeHTaM MOXET IOTpeOoBaTbCcs  UIUTEIBHOE
HAOJII0JIEHUE, IOCKOJIBKY Tepalnus aHTUTHCTaAMUHHBIMU CPEICTBAMH M KOPTUKOCTEPOMIAMU
MOKET OBITh HEIOCTATOYHOM.

AHI'MOHEBPOTUYECKUI OTEK, CBSI3aHHBIA C OTEKOM TOPTAaHU M SI3bIKA, B OUYEHb PEIKHUX CIydasx
MOJKET IIPUBECTHU K JIETAJIbBHOMY UCXOJy. B ToM ciiyuyae, eciim OT€K pacIpOCTPaHUTCS Ha SI3bIK,
[JIOTKY WM TOpTaHb M UMEETCSl Yrpo3a pa3BUTHUsI OOCTPYKLMH JIbIXaTEJIbHBIX IyTEH, CleAyeT
HemeanieHHo BBecTH moakoxHo 0,3-0,5 mu 0,1 % pactBopa snuHedpuHa (agpeHainHa) u/uiu
o0ecnevnTh MPOXOIUMOCTD JbIXaTeNbHBIX MyTel (MHTYOAlMs WK TPAXeOCTOMUS).

B penxux cnydasx Ha (one Tepanuu uarHONTOpaMu AIID pa3BHBAIICS WHTECTUHAIBHBINA OTEK
(aHrMOHEBPOTUUYECKUN OTEK KHUIIEYHHUKA), KOTOPBIN MPOSIBIISIICS OOJISIMU B )KMBOTE B COYETAHUU
C TOIIHOTOW M PBOTOM WM 0€3 HUX, MHOT/AA — 0e3 MPEAIIECTBYIONIEr0 aHTHOHEBPOTHUECKOTO
OTeKa JIMla U Ipu HopMajdbHOM ypoBHE Cl-3cTepassl. J(MarHo3 ycTaHaBIMBAaeTCs ¢ MOMOUIbIO
KOMIIBIOTEPHON TOMOrpaduu OpIOIIHON IMOJIOCTH, YJIbTPa3BYKOBOTO MCCIEIOBAaHUS WIH IPU
XUPYpruueckoM BMemarenbcTBe. CHMNTOMBI HUcCHUE3ad TOCHE MpeKpalleHus Ipuema
uHrHOUTOpOoB AIID. BO3MOXKHOCTH pa3BUTHA MHTECTUHAIHLHOTO OTEKa HEOOXOAUMO YUYHUTHIBATH
npu TpoBeleHHH AuddepeHInaTbHOW AUAarHOCTUKU Ooyield B JKMBOTE Yy TAIMEHTOB,
MPUHUMAIOIINUX UHTUOUTOPBI ATTD.

[TaneHThl, UMEOIIME B aHAMHE3€ AHTMOHEBPOTHYECKUH OTEK, HE CBSI3aHHBIA C TPUEMOM
uHruoutopoB AII®, moryr ObITh B OoONbIIeH CTENEHH TMOJBEPKEHBI PHUCKY pPa3BUTHUS
AHTMOHEBPOTHUYECKOT0 OTeKa Ha QoHe Tepanuu nHruoutopamu AIlD.

VY npencraBuTenell HETPOUMTHOW pachl CIydyaud pa3BUTHS aHTMOHEBPOTUYECKOTO OTeKa Mpu
npuMeHeHun UHruoutopoB AII® ormedanuce ¢ OoJblIe YacTOTOM IO CpPaBHEHHUIO C
MPEACTABUTENSIMU APYTHUX pac.

VYBenuyeHue pHUCKa pa3BUTHS AHTMOHEBPOTHYECKOTO OTeKa HaOIr0Aaloch y MAIHeHTOB,
OJIHOBPEMEHHO MpHUHUMAIOMMUX HHruoutopbl AII® u Takue JeKapcTBEHHBIE CPENCTBA, Kak
uarubutoppl  mMTOR  (Temcuponumyc, CUPOJIUMYC, 3BEPOIUMYC), MHTHUOUTOPBI
TUNEeNnTUAWINenTraa3bl [V Tuna (CHTarmunTuH, CaKCariulTHH, BUIIATIUITHH, JTHHATJIUIITHH),
ACTPAaMyCTUH, WHTUOUTOPHI HEUTpPaTbHOW OJHIOMENTHUIA3bl (palleKaJOTpUi, CaKyOHTpWI) U

TKAaHEBBIC aKTUBATOPLI IIJTA3MHUHOI'CHA.
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nepenoHYamoKpblabIX
B penkux cmyuasx Ha ¢one Tepanuu uHruOuTopamMu AllD oTMedanuch >KHU3HEYrPOKAIOIIHNE
aHa(pUIAKTOUHBIE PEAKLIUH Y TALIUEHTOB, IPOXOASIIUX KypC 1eCeHCUOMIN3aluH aJIJIEPIeHOM U3
A]1a TIEPEIIOHYAaTOKPBUIbIX. Y TaKUX IMALIMEHTOB JAHHBIC PEaKLUU yIAI0Ch IPEIOTBPATUTD IIyTEM
BPEMEHHOI'O  IpeKpallieHuss Tepanuu uHruouropom AllD 1o Havyasa mnpoBeneHuUs
necencubunmzammu. Crexyer uzberaTb MPUMEHEHHs KaNTOIPHUia y MAllMEeHTOB, MOTYYarOLIHX
MMMYHOTEPAINIO ITYEJIUHBIM SII0M.

Anagunaxmouonwie peakyuu 60 8pems npogedenus agepesa TUuNnonpomeuHos HU3KoU niomHocmu
(JI[IHII-aghepesa)

VY manuentoB, npuHuMaromux UHruOuTOopsl AII® Bo Bpems mposenenus JIITHII-adepesa c
UCIOJIb30BaHUEM  JIEKCTpaH cCyinb(ara, peako HaOMIOJATUCh ONAcHble Ui JKU3HU
aHa(uIaKTOUIHbIE peakuuu. Pa3BuTue JaHHBIX peakiiii MOXKHO NPEeIOTBPATUTh, €CIIU BPEMEHHO
oT™MeHATh nHruouTOop AIID no Havama kaxaou npoueaypst JITTHII-adepesa.

LI'emoouanu3s ¢ ucnonb306aHuem blcCOKONPOMOUHbIX MEMOPAH

[Ipy mpoBeneHuu remMoaManu3a y MAIMEHTOB, MOIydaromMx HHruoutopsl AIID, cinenyer
nu30eraTb MPUMEHEHHs] BBICOKOIPOTOYHBIX HOJIMAKPUIOHUTPUIOBBIX JMATIM3HBIX MeMOpaH
(mampumep, ANGI®), TOCKOIBKY B TaKWX CIydasX TIOBBIIIACTCS PHUCK  Pa3BUTHUS
aHaQWIAKTOUJHBIX peakiuil. B Takux ciydasx HEOOXOJUMO HCIIOJIb30BATh JUAIHU3HbIE
MeMOpaHbl JPYroro TUIa UM MPUMEHATh TUIIOTEH3UBHBIE CPEJICTBA IPYTHUX KIJIACCOB.

CaxapHuuii ouabem

VY manMeHToB ¢ caxapHbIM JTUA0ETOM, MOIYYAIOIIUX THIOTIMKEMUYECKHE CPEJCTBA Ul IpUueMa
BHYTPb WJIM MHCYJIMH [IPU OJTHOBPEMEHHOM NpUMeHEeHUH HHIrHOuTOopoB AIID cnenyer perynspHo
KOHTPOJIMPOBAaTh KOHLIEHTPALMIO IIIFOKO3bI B KPOBH.

[TarueHTs!, NPUHUMAIOIINE TUIIOTTIMKUMUYECKUE CPEJCTBA JUIsl NIpUEMa BHYTPb WJIH WHCYIIMH,
nepes HadajioM HNpuMeHeHHs HHTHOUTOpoB AllD nomkHBI OBITE HPOMH(POPMUPOBAHBI O
HEOOXOJUMOCTH PETYJISIPHOTO KOHTPOJISI KOHIEHTPAI[MM TJIIOKO3bl B KPOBH (TMIIOTTIMKEMHUN),
0COOEHHO B T€UEHHUE MEPBOT0 MECsIa OJHOBPEMEHHOT0 IPUMEHEHHUS YKA3aHHBIX JIEKapCTBEHHBIX
CPEICTB.

Kawenv

[Tpu npueme nnru6utropoB AIID yacTo oTMeuaeTcst xapakTepHbIi Kaienb. Kak mpaBuiio, Kamiensb
HOCHUT HENPOJYKTHBHBIN, MOCTOSIHHBIA XapaKTep M MPEKpallaeTcsl MOCcIe OTMEHBI Ipernapara.
Kamens, cBs3aHHbIi Cc nOpuMmMeHeHueM uHruoutopos AllD, crneayer y4uTHIBaTH INpU
nuddepeHIraIbHON JUArHOCTUKE CYXOro Kalsl.

Xupypeuueckue emewamenvscmealobwas anecmesust
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aHecTe3nu, OOJANAIOMIMX AHTUTHIIEPTEH3UBHBIM A(PQPEKTOM, y NAIMEHTOB, MPUHUMAOLINX
uHruouTopel AII®, MoxkeT oTMedaThCcsi U30BITOYHOE CHUKEHUE apTepUaIbHOTO JaBieHus (T.K.
Kanronpuia Onokupyer oOpa3oBaHue aHruoteHsuHa II, BbI3pIBaeMOe KOMIIEHCATOPHBIM
BBICBOOOKJICHHEM peHHHA). B mo100HbBIX cilydasx JUisi KOPPEKLIHMHU CHHKEHHOTO apTepHaIbHOTO
JaBJICHUS IPUMEHSIOT MEpBI, HANPaBJICHHBIC HA yBETHMUEHIE 00beMa IUPKYINPYIOLIeH KPOBH.
T'unepranuemus

B Hekoropeix ciydasx Ha ¢oHe mnpumeHeHHs uHHruoutopoB AIID, B T.4. KanTompmia,
HaOJII0/1aeTCsl MOBBIIICHUE COJEPKAHUS KaJIis B CHIBOPOTKE KPOBH.

@dakTopaMu pUCKa pa3BUTHS FMIEPKATUEMHUH SIBIISIFOTCS MOYEUHAsl HEAOCTATOYHOCTD, HOXKUION
BO3pacT (crapiie 65 yier), caxapHblil 11adeT, HEKOTOPBIE COMYTCTBYIOIIUE COCTOSIHUS (CHUYKEHUE
OLIK, octpast cepiedHast HeAOCTATOYHOCTh B CTAJNH JEKOMIICHCALIUU, METa0OINYECKHA alii03),
OJIHOBPEMEHHOE NpUMEHEHHUE KajuiicOeperarommx IUYpeTUKOB (TaKuX KakK CIHPOHOJIAKTOH,
SIUIEPEHOH, TPUAMTEPEH WJIM aMWIOPHJ), a TaKXKe IpenapaTroB Kajus, KaJauilcoAeprKaliux
3aMEHUTENICH MUIIEBOM COIM U IPYTHUX JIEKAPCTBEHHBIX CPEACTB, CIOCOOCTBYIOLIUX ITOBBIILIEHUIO
COJIep>KaHus Kallvs B TUIa3Me KPOBH (TaKUX KaK TellapiH, TAKPOJIUMYC, IIMKJIOCTIOPUH; IIPenaparhl,
coJieprKalire KO-TpPUMOKCa30J [ TpUMETONpUMtCcyibhamMeTokca3on)).

[IpuMeHeHre KaMeBbIX J100aBOK, KanuiicOeperaronmux IUypeTHKOB WIM Kaluicoiepixaiinux
3aMEHUTENIeN MUILEBON COJM, OCOOCHHO y MAllMEHTOB C HapyUIEHHEM (YHKIMHM MOYEK, MOKET
IPUBECTH K 3HAYUTEIBHOMY BO3pDAacCTaHUIO COACpPXKAaHWS Kalusg B CHIBOPOTKE KpPOBH.
['mnepkanuemMuss MOXET INPUBECTH K CEPbE3HBIM HApPYIIEHUSM pHUTMa Cepaua, HHOIrAa C
JeTalbHbIM  UCXOAoM.  PekomeHayercs — u30eratb  OJHOBPEMEHHOTO  IPUMEHEHUS
KaJuiicoeperamwuux IMypeTUKOB U IpenapartoB kanus. [Ipu HeoOXoauMocTH 0JIHOBPEMEHHOTO
OPUMEHEHHs KaNTONpWia U TEPEeYUCICHHBIX BBIIIE KAIUHCOASPKAIUX WM MOBBIIAIOIINX
coJiepKaHue KaJus B IJIa3Me KPOBHU JIEKaPCTBEHHBIX CPE/ICTB, CIIEAyeT COOII01aTh OCTOPOKHOCTh
U PETYJISIPHO KOHTPOJIUPOBATH CO/IEPKAHNE KaJIUsl B CBIBOPOTKE KPOBH.

T'unokanuemus

[Tpu npumenennr HHrHOUTOPOB AIID 0THOBPEMEHHO C THA3UHBIMU AUYPETUKAMU HE UCKITIOUYEH
pUCK pa3BUTUs runokajueMuu. IloaTromy B Takux ciydasx Cl€QyeT NPOBOJUTH PETYJSAPHBIN
MOHMTOPHHT COJEP>KaHUS Kalusl B KPOBU BO BPEMsI TEPAIHH.

/sotinas broxaoa penun-aneuomenzun-arboocmeporosotl cucmemvl (PAAC)

He pexomenayercss 0oAHOBpEMEHHOE NMPUMEHEHHUE JIEKAPCTBEHHBIX CPEICTB Pa3INMYHbBIX TPYIIII,
Bo3zaercTBytonmx Ha PAAC (nBoitnas Gmokana PAAC), mOCKOIBKY OHA accOlMHUpOBaiach C
MOBBILICHHON YacTOTOW pa3BUTHUSL MOOOUYHBIX (D (HEKTOB, TAKUX KaK apTepHalibHas TMIIOTEH3Us,

TUIepKaueMusi, CHIKEHHE (QYHKIUU MOYeK (BKIIOYAs OCTPYIO MOYEUHYIO HEJOCTATOYHOCTD).
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COOTBETCTBYET 2K
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OmHOBpEeMEHHOE TMPUMEHEHHE WHTHOUTOPOB Anén'%:jge%gd%?g&gﬁﬂi; C EBGI'[CITIBIAMI/I

MY OTYETY

COJepKALIMMH AJIMCKUPEH, MPOTUBONOKA3aHO y MAIMEHTOB C CaxapHbIM TUabeTOM H/HIU ¢
YMEPEHHOH MM TsXelol modednoit HemocratouHocthio (CK® memee 60 wmua/mun/1,73 M2
IUIOINAAM [TOBEPXHOCTH TeJa) U HE PEKOMEHIyeTCs Y IPYI'MX HalueHTOB.

OpnHoBpeMeHHOe puMeHeHne HHruouTopos AII® ¢ aHTaroHUCTaMu PeLEeNTOPOB AHTMOTEH3HHA
Il mpoTHBOMOKAa3aHO y MALIMEHTOB C AMA0ETUYECKOI HedponaTueil U He pEKOMEHAYETCS y IPYTHX
ITallUECHTOB.

B ciydasx, korga OfTHOBPEMEHHOE Ha3HAYEHUE JIBYX JIEKAPCTBEHHBIX CPEICTB, BO3AEHCTBYIOIINX
Ha PAAC, sBisiercss HEOOXOAUMBIM, UX IPUMEHEHUE T0JIKHO ITPOBOAUTHCS II0]] KOHTPOJIEM Bpaya
C 0CO0OH OCTOPOKHOCTBIO M C PErYJSIPHBIM KOHTpoJIeM (PYHKIMH TMOYeK, mokazarteneit A/l u
COJZIEpKaHUs HIEKTPOJIUTOB B IIJIa3ME KPOBH.

IIpenapamul tumus

He pexoMmeHayeTcs OJHOBPEMEHHOE IPUMEHEHHE KalTONpPWUIA M JIEKAPCTBEHHBIX CPEICTB,
COZIepIKAIIMX JIUTUH, B CBA3U C PUCKOM IOTEHIUPOBAHUS TOKCHYHOCTH IMOCIEAHUX.

ImHuyeckue pasnudus

WNuruburopel AII® menee 3p@eKkTUBHBI y NpeacTaBUTENEH HETPOMIHOM, YeM Y MalueHTOB
€BPOIEOUIHOM pachl, YTO MOXKET OBITh CBSI3aHO C OOJbIIEH PacnpoCTPaHEHHOCTbIO HU3KOH
AKTMBHOCTH PEHHHA Y MPEJICTAaBUTENICH HETPOUTHOM PACHI.

IIpouee

[Tpu npueme kKanTonpuia MOKeT HaOIIOAAThCS JIOKHOIIOJIOKUTENbHBIN pe3yabTaT aHaIN3a MOYU
Ha aleTOoH.

BcenomorarenbHbIe BEIECTBA

[Tpenapat KAIITOKOPBEJI conepkuT 1akTo3y.

[TanpeHnTaM ¢ peaKo BCTPEYAIOUICHCS HACIEICTBEHHOH HENEPEHOCUMOCTBIO TalaKTO3bl,
neumuToM nakTasel Jlomaped WM TIIOKO30-TAIAKTO3HOW ManpabcopOuueil He ciemyer
NPUHUMATh TOT ITpenapar.

4.5. B3aumoneiicTBHE ¢ JAPYIrMMH JIEKAPCTBEHHBIMH MNpenaparaMu ¥ Jpyrue BH/bI
B3aMMO/EHCTBHUA

Heouinas broxada penun-aneuomensut-aaboocmeponogotl cucmemst (PAAC)

JBoitnas 6nokana PAAC c npumenennem APA |l, unruburopo AII® wnm amuckupena
(MHTUOUTOpP pPEHWHA) AaCCOIMHMPYETCS C MOBBINICHHBIM PHUCKOM pa3BUTHS apTePHATBHON
THITIOTEH3UH, 0OMOpPOKa, TMIIEPKATMEMHH U HapylIeHHH (QYyHKIUU 1MoYeK (B TOM YHCJIE OCTPOi
NOYEYHOH HenocTaroyHocTh). HeoOxomaum perymsipHblii KOHTposb AJl, (yHKIMH TIOYEK |
COJICpKAaHUS AIEKTPOJIUTOB B KPOBH Y MAIUEHTOB, TPUHUMAOIIUX OJHOBPEMEHHO KaIlTOIIPHI U

JIpyTHe JIEKapCTBEHHbIE CpeAcTBa, Baustomue Ha PAAC.
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COOTBETCTBYET 2K
ot 12.05.2025 N= 11393

OmHOBpEeMEHHOE TMPUMEHEHHE WHTHOUTOPOB Anén'%:jge%gd%?g&gﬁﬂi; C EBGI'[CITIBIAMI/I

MY OTYETY

COJICpKAIIMMH AJTMCKUPEH, MPOTUBOMOKA3aHO y TMAIMEHTOB C CaXapHBIM IUA0ETOM W/WIN C
YMEPEHHOH MM TsXelol modednoit HemocratouHocthio (CK® memee 60 wmua/mun/1,73 M2
IUIOIA/IM TOBEPXHOCTH TeJa) U HE PEeKOMEHAYETCS y APYTUX HNalleHTOB.

OpnnoBpemeHHOE NpuMeHeHre HHruouTopoB AIID ¢ aHTaroHUCTaMH pelenTopoB aHTMOTEH3UHA
I1 (APA Il) mpoTuBOomOKa3aHo y MalMEHTOB C TUa0ETHUECKON HepornaTueil 1 He peKOMEHTyeTCs
y IPyTUX MalieHTOB.

Kanuticbepecarowue ouypemuxu, npenapamol Kauus, KaIuicooepicaujue 3ameHument Nuuesou
conu u Opyaue J1eKapCmeeHHbvle npenapamoel, CNOCOOHblE YBeIUUUBAMb COOepHCaHUe Kalus 8
Cbl8OPOMKeE KPOBU

OnHOBpeMEHHOE NMTPUMEHEHHE KANTONpUia ¢ KATMHCOSPEraloIuMA JUYPETHKAMU (TaKHMH Kak
CIIUPOHOJIAKTOH, AIIEPEHOH, TpUAMTEpPEH, aMIIIOpU), npenapaTamMmu Kamus,
KaJuicoepKallMMH 3aMEHUTEIISIMU MHILEBOM CONM U JPYTUMHU JIE€KapCTBEHHBIMH MpenapaTraMu,
CIIOCOOHBIMHU YBEITUYHMBATH COJCPKAHWE KallMs B CHIBOPOTKE KPOBHU (BKJIFOYASs AHTArOHUCTHI
penenTopoB K aHruoreHsmHy Il remapuwH, TakpoIMMyc, MHMKJIOCIIOPUH; IpermapaTamu,
COJIEpKalIMMH KO-TPUMOKCA30J1 [TPUMETONPUM + Cyab(haMeToKca3ol|) MOXKET MPHUBOIUTH K
3HAYUTEIILHOMY TOBBIIICHUIO COEPKaHUS Kalus B I1a3Me KpoBu. [lpu Tepanuu KanTonpuiom
Kanmuiicoeperaromuye JAUYpPeTUKH (HApUMep, TPUAMTEPEH, CIHPOHOJIAKTOH, aMUJIOPHI,
SIUIEPEHOH), TpemnapaThl Kaius, KaJluiicoaepiKallhe 3aMEHUTENHM TMHUIIEBON Coiu (coaeprkar
3HAUUTENbHBIE KOJNUYECTBA HWOHOB Kajus) CleIyeT Ha3HadaTh TONBKO NpU JOKa3aHHOM
TUTOKAJIMEMUH, TaK KaK UX IPUMEHEHHUE YBEINYMBACT PUCK PA3BUTHUS TUIIEPKATHEMHH.
Kanuiinecoepezarowue (muazuomnvie u «nemuesvier) Ouypemuxu

VY nanueHToB, MPUHUMAIONINX JHYPETUYCCKUE CPEICTBA, KANTONPHI MOXKET MOTCHIMPOBATH
aHTUTUIIepTeH3UBHOE JeiicTBUE. [logo0HOe IeiicTBHE OKa3bIBAIOT TAK)KE OrpaHUYCHHE MpreMa
noBapeHHOW comu (OecconeBble AuMeThl), remoauanu3. OOBIYHO H3OBITOUHOE CHIDKEHHE
apTepUaIbHOIrO JABJICHUS MPOUCXOIUT B TEUCHHE 1-0r0 Yaca rnocie npruemMa nepBor Ha3HA4eHHOM
JI03BI KAITONPHJIA.

Lpyzeue cunomen3usHvle nekapcmeenubie cpeocmaed

AnnutuBHbIN 3()PEeKT MOKeT HaOIIOJaThCS MPU OJHOBPEMEHHOM MPUMEHEHUH KaNTONpuia U
JIPYro¥ TUITOTEH3UBHOW TE€paNuu.

Kanromnpuia MokHO 6€3011acHO IMPUMEHATH COBMECTHO C IPYTHMMH THITOTCH3UBHBIMH ITpErIapaTaMu
(Takumu Kak OeTa-aJpeHOOIOKATOPHl WM OJOKATOPBl «MEUICHHBIX)» KAIbIIMEBBIX KaHAJIOB
MPOJOHTHpOBaHHOTO jelicTBus). CremyeT coOmOgaTh OCTOPOKHOCTH TMPH COBMECTHOM
Ha3Ha4YeHHUH KanTonpuia (6e3 Ui ¢ AMYPETUKOM) U JIEKapCTBEHHBIX MPENapaToB, OKa3bIBAIOIINX

BIMSHUE Ha CHUMIIATUYECKYI0 HEPBHYIO CHUCTeMy (Hampumep, TraHTJIHO0JI0KaTOPHI,
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COOTBETCTBYET 3Ki
o1 12.05.2025 N= 11993

(NOCNEQCBATENEHOCTE 0002)

Y OTYETY

anb(haaapeHoOI0KATOPHI).

Bazoounamamopui

Baszonunararops! (HanpuMep, HUTPOTJIMLEPHH) B COUETAHUM C KAIITOIIPUIIOM CIIEIyEeT IPUMEHATh
B CaMbIX HHM3KUX 3((EKTUBHBIX [03aX BBHUJY pHCKa W30BITOUHOTO CHIKEHHs apTepHaIbHOIo
JIaBJICHMUSL.

Tpuyuknuueckue anmuodenpeccanmol / HelpoOIenmuKy

Bo3MOXHO yCWIIeHHE aHTUTHIIEPTEH3UBHOTO JAeHCTBUS uHruouropoB AllD (manmbpHeiimee
cHikeHue AJl 1pu OJHOBPEMEHHOM IPUMEHEHMM) M YBEJIMYEHUE PHUCKA Pa3BUTUS
OpPTOCTaTUYECKOU TMIIOTEH3HH.

Anvpa- u bema-adpenomumemuxu

Anpda- u Oera-aJpeHOMUMETHKH (CHMIIATOMUMETHKH), Takue Kak snuHeppuH (axpeHanus),
U30MPOTEPEHOJ, A00yTaMUH, JAONAaMMH, MOTYT CHIJKaThb aHTUIMIIEPTEH3UBHBIA 3¢ dekT
uHruouTOpoB AIlD.

Ipenapamul tumus

[Tpu ogHOBpEeMEHHOM TPUMEHEHUH HHTHONTOPOB AIID (0cOOEHHO B COUYETAHUU C AUYPETHKAMH)
U TpenaparoB JINTUS BO3MOXKHO YBEIMYEHUE COJEP)KaHUS JIMTHA B CBIBOPOTKE KpPOBH, W,
CJIEOBATEJIbHO, YCUJICHUE KapAMOTOKCHYECKOTO M HEHPOTOKCHYECKOTO JEHCTBHS NpEnaparoB
mutus. [lpu  HEOOXOAMMOCTH OJHOBPEMEHHOIO MPUMEHEHMsI JIEKapCTBEHHBIX CPEJCTB,
coJiepKalux JUTHH, u uHruOuTopoB AlID crnexyeT mepuonUyYecKu ONPENENATh COAEpKaHUE
JIUTHS B CBIBOPOTKE KPOBH.

Hecmepouonvie npomueosocnanrumenvusvie npenapamuvl (HIIBII), exnouas cenexmugeHbvlie
uneubumopul yuxaooxkcueenasvl-2 (LJOI-2) u e6vicokue 003bl AYeMUICATUYULOBOL KUCTIOMbI
(= 3 e/cymxu)

HIIBII, B ToM 4u4ucie CelIeKTUBHbIE WHTHOUTOpPHI MHKIOOKcUreHassl-2 (LIOI-2) wu
aleTWICAJIMIMIIOBAas KUCJIOTa B J03aXx OT 3 T/CyTKM M BbIIE, MOTYT CHHXXaTh
AQHTUTUIIEPTEH3UBHBIN YPPEKT TNYPETUKOB U APYTUX THIIOTEH3UBHBIX cpeAcTB. [Ipu coBMecTHOM
NPUMEHEHUH KalnTonmpujia U UHAOMEeTaluHa (W, BO3MOXKHO, JAPYTUX HECTEPOUHBIX
IIPOTUBOBOCIIAJIUTENBHBIX IPENApaTOB, HANPUMEP, ALETHICAIUIMIOBOM KHUCIOTBI) MOKET
OTMEYAThCSl CHWKEHHE aHTUTHIEPTEH3UBHOTO JEHCTBHS, OCOOEHHO TMIpH apTepHaIbHOMN
TUTIEPTEH3UH, COMPOBOKIAIONICHCS HU3KOW aKTUBHOCTHIO PeHUHA. Y TAIUEHTOB C (aKkTopamMu
pHcKa (TOXHIION BO3pacT, TMIIOBOJIEMHUSI, OTHOBPEMEHHOE MPUMEHEHHE JUYPETUKOB, HapyIICHHE
(GyHKIMU TO0YEK), OJHOBPEMEHHOE IPHUMEHEHHE HECTEPOUIHBIX MPOTUBOBOCHIAIUTEIBHBIX
npenapaToB (BKJIOYas MHTUOUTOPHI IMKIOOKCHUT€Ha3bl-2) W MHruouropos AlID (Bkimrouas
KaIlTOIIPUII), MOKET IPUBOAUTh K YXYALUIEHUIO (YHKIUHU IOYEK, BIUIOTh 0 OCTPOI MOYEeUyHOU

HeocTaTouyHOCTH. OOBIYHO HApyIICHHs (DYHKITMH IMOYEK B TAKUX CIydasx ObBIBAIOT 0OpaTUMBIMHU.
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COOTBETCTBYET 2K
ot 12.05.2025 N= 11393

Crnenyer NEPUOAUYECKH KOHTPOIUPOBATH (DYHKIIUIO : O:IéK ';1 'I'f B, ':np I?I'I/Il:l\;a:[t-;iHI/IX
yer nep ponposars oo (IREAEAGEATERHICTS A002)

Y OTYETY

KaIlTOIPUJ U HECTEPOUAHBIE IPOTUBOBOCHIAIIUTEIbHBIE IIPETIapaThl.

He npotuBomnokazano npuMeHeHHEe KanTONpuia B KOMOMHAIINY C alleTUIICATTUIIMIIOBOIM KHCIOTON
B KaUeCTBE aHTUArPETaHTHOT'O CPEJICTRA.

T'unoznuxemuueckue nexapcmeenHvle cpeocmea

WNuruburopsr AII®, BkIOYas KanTONPHII, MOTYT MOTEHIUPOBATh TMIIOTIMKEMHYECKHH (et
MHCYJIMHA WU TUIOINIMKEMHYECKHX CpPEICTB A IpUEMa BHYTPb (TakuX Kak IPOM3BOJHBIC
Cynb(OHWIMOYEBHHBI). Y  MalMEeHTOB C  CaxapHbIM  JAua0eToM,  MPUHUMAIOIINX
TUINOTIMKEMHYECKHE JIEKAPCTBEHHBIE CPEICTBA JIJISl MEPOPAIILHOTO MPUMEHEHUS WM MHCYJIUH,
CIIElyeT PEryJsipHO KOHTPOJIMPOBATh KOHLIEHTPALMIO TJIIOKO3bl KPOBU, OCOOEHHO B TEUYEHHE
NEPBOro Mecsa OJHOBPEMEHHOIO NMPUMEHEHHUs C KalTOIPWIOM, U B Cllydyae HEOOXOAUMOCTH
KOPPEKTUPOBATh 103y TMIIOTIIMKEMHUYECKOT0 JIEKAPCTBEHHOTO Mpenapara.

Annonypunon, npokauHamuo, yumocmamuru, UMMYHOOEeNpeccanmsl, 2i0KOKOPMUKOCMEPOUbL
(npu cucmemHoM npUMeHeHuUU)

[IpumeHeHre KanTonpuia y MalKWEeHTOB, NMPUHUMAIOIIUX aJUIONYPUHOJ WIM IPOKaMHAMUJ,
MOBBIIIAET PUCK PA3BUTUS HEUTPOINEHUW / arpaHynonuro3a u/win cuHapoma CTuBeHca
Jxoncona. IlpumeHeHHe KamTompuia y MAalMEHTOB, MPUHUMAIOIIUX HWMMYHOICTPECCaHThI
(manpumep, nukiodochamua WM a3aTUONPHH), TMOBBIIIAET PUCK PA3BUTHUS T€MaTOJIOTHYECKUX
HapyILIEHUN.

IIpenapamul 3010ma

[Tpu ofHOBpEeMEHHOM IPUMEHEHUH NPEeNapaToB 30J10Ta [l NapeHTepaIbHOTO BBEACHUS (HaTpUs
aypotuomasiat) M MHTuOUTOpoB AllD, BKIIOUAas KamTONPWI, OMUCAH CHUMITOMOKOMILIEKC
(HUTpaTONOAOOHbBIE PEAKINH ), BKIIOYAIOIINN «IIPUIIUB» KPOBH K KOKE JIMIIA, TOIIHOTY, PBOTY U
apTepUATIbHYIO TUIIOTEH3HUIO.

Hneubumoper mMTOR (mammalian Target of Rapamycin — muwens panamuyuna 6 xiemxax
MIeKOnumarowux) (Hanpumep, MemMcupoIuMyc, CUpOIUMYC, I8EPOIUMYC)

VY mnauueHToB, NPUHUMAIOIIUX OJHOBpeMEHHO HHruOuTophl AII® u wuHruburopsr mTOR
(TEeMCHpOIUMYC, CHUPOJIUMYC, 3BEPOJMMYC), HAONIONANOCh YBEIMYEHHUE YacTOTHl Pa3BUTHS
AQHTMOHEBPOTUYECKOTO OTEKA.

Hneubumopor  ounenmuounnenmuoaszert N muna  (JQIII-IV) (enunmunvt), Hanpumep,
CUMANUNMUH, CAKCATUNUH, BUIOATUNMUH, TUHATUNMUH

Y manuMeHToB, TNPUHUMABIIMX OJHOBpeMeHHO HWHruOutopsl AIlD u  HHTUOUTOPHI
munenTuauianentuaassl [V tuma (TIunTHHBL), HAOMIOAAIoCh YBENWYEHHE YacTOThI Pa3BUTHS
AQHTMOHEBPOTUYECKOTO OTEKa.

Aempamycmun
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VYBenudeHrue 4acToThbl Pa3BUTHA aHTHOHCBPOTUYCCKOT'O dj;glga:l;m EOB-I;)%M&-H{E)I\;I -lleDI/l'MGH'BHI/II/I

¢ uarubutopamu AllD.

Hneubumopwl netimpanvroii snoonemnudazvl (HII1)

Coo011aoch 0 MOBBIIEHHOM PUCKE PA3BUTHS aHTHOHEBPOTHUUECKOTO OTEKa IMPU OHOBPEMEHHOM
npuMeHeHun UHruouTopoB AIID u panekagorpuia (MHTHOUTOP SHKEDATUHASHI).

[Ipyu omHOBpEeMEHHOM MpUMEHEHHH HHruoutopoB AIID ¢ ekapCTBEHHBIMH NpenapaTami,
COICpXKALIUMH  CaKyOUTpwi1 (MHTHOWTOpP HENpWIM3MHA), BO3PACTaeT pPUCK  Pa3BUTHUSA
AQHTMOHEBPOTUYECKOTO OTE€Ka, B CBSI3M C YEM OJHOBPEMEHHOE IPHUMEHEHHE YKa3aHHBIX
npenaparoB npotuBonoka3zano. Maruoutoper AIID cinenyer HazHayaTh HE paHee, 4YeM yepe3 36
YacoB TOCJIE OTMEHBI MPENapaToB, cojepxamux cakyoutpui. [IpoTHBOIIOKa3aHO Ha3zHAuCHHE
[IPENapaToB, COAEepKAIIUX CaKyOUTpuUII, MallMeHTaM, MojlydaromuM uHruourops! AI®, a takxke
B TeueHue 36 4acoB mocjae oTMeHbl HHTHOuTOpoB AIID.

Tranesvie akmueamopwvl NIA3MUHO2EHA

B oOcepBalluOHHBIX  HCCIEIOBAaHUSAX  BbIBICHA  IOBBIIIEHHAs  4acTOTa  pa3BUTHUSA
AQHT'MOHEBPOTUYECKOTO0 OTEKa Yy TMalMEHTOB, MpuHUMaBmIMX uHruOutopel AIID, nocne
MPUMEHEHHUS alTeria3bl sl TPOMOOIUTUYECKON Tepauy UIIIEMHYECKOT0 HHCYIIbTA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALMS

bepeMeHHOCTB

[Tpumenenue npenapara KAIITOKOPBEJI Bo Bpemst 6epeMeHHOCTH IPOTHUBONOKA3aHO.
KanTonmpun He cnenyer npumeHsts B | Tpumectpe OepemeHHOCTH. COOTBETCTBYIOLIMX
KOHTPOJMPYEMBIX HCCIEOBAaHUN TNpuUMEeHeHuss HHruoutopoB AIlD y OepeMeHHBIX He
npoBoAusioch. Mmeromiuecs: orpaHiueHHbIE JaHHBIE O BO3JEHCTBUM Ipemnaparta B | TpumecTpe
OepeMEeHHOCTH CBUJIETENICTBYIOT O TOM, YTO NMpUMEHEeHHEe MHruouTopoB AII® He mpuBOIUT K
IOPOKaM Pa3BUTHA IUIO/A, CBSI3aHHBIX C (DETOTOKCHMYHOCTBIO. DMHUIEMHOJIOTUYECKUE JaHHBIE,
CBHU/IETEJIbCTBYIOIME O PUCKE TEPATOreHHOCTH Iocie BozjeiicTBus umHruouropos AIID B |
TpUMecTpe OEpeMEHHOCTH, He OblTN YOEeTUTENbHBIMH, OJJHAKO HEKOTOPOE YBEIMYEHUE PUCKA HE
MOJKET OBITh UCKITIOUYEHO.

JnutensHoe npumeHeHue uHruoutopos AIID Bo II u III Tpumectpax GepeMEHHOCTH MOXKET
NPUBONUTH K HApYLIEHUAM DPAa3BUTHUA IUI0AA (CHIKEHHE (DYHKIMU MOYEK, OJUIOTMJIPAMHHUOH,
3aMeJUIeHHe OcCHU(HKAIUMM KOCTeld depema), CMEpPTH IUJI0Ja M Pa3BUTHUIO OCJIOXHEHUH Y
HOBOPOXKJICHHOTO (HEOHaTajbHasi IOYeYHasi HEeAOCTAaTOYHOCTh, apTepuaibHas THIIOTEH3U,
TUIIEPKAIAEMHUS]).

Ecnun OepeMeHHOCTh HacTynmuja BO BpeMsl NPUMEHEHHUs KalTollpuia, IMpHEeM Ipernapara
HEOOXOUMO MPEKPATUTh KaK MOKHO CKOPEE U PEryisipHO MPOBOJUTH MOHUTOPUHI Pa3BUTHUS

miona. Ecou manuentka mosydana kanronpwit Bo Bpems Il m III tpumectpa GepemenHocTH,
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PEKOMEHIyeTCsI TPOBECTHU YIbTPA3BYKOBOE UCCI] eL[OBaHI/{:gz%;{:'BEQfE CocThsiims %Jc:fé}/i:g%ena

U ysxnum moyek rwiona. HoBopoxaeHHBbIE, YbM MaTepy NPUHUMAIU KalTONPHJI BO BpEMs
OepeMEeHHOCTH, JOJDKHBI OBITh TIIATEIEHO 00CIEI0BAaHbI B OTHOIICHUH BBISABICHHUS apTepHAIbHON
TUIIOTEH3UH, OJUTYPUH U TUIIEPKATUEMUH.

JKeH1muHbI, NIaHUpPYIOIIKE OEPEMEHHOCTD, HE IOJDKHBI IPUMEHATh HHIHOUTOphI AIID (BKIOUas
KanTorpui). JKeHIUHBI 1eTOPOAHOTO BO3pacTa AOKHBI OBITH OCBEIOMIICHBI O MOTEHIIUAIBHON
OIMMAaCHOCTH MpuMeHeHHs MHruoutopoB AIID (Bkirouas KanTompmil) BO BpeMsi OEpPEMEHHOCTH.
Ecnn npumenenue unrubutopa AIID cumraercss HEOOXOAUMBIM, NMAIMEHTKHU, IUIAHUPYIOIINE
OEepeMEHHOCTh, JOJKHBI OBITh NEPEBEACHbl Ha aJbTEPHATUBHYIO TMIOTEH3UBHYIO TEPaIlUIo,
MUMEIOIIYI0 YCTaHOBIICHHBIN MPO(HiIs 0€30MacHOCTH ISl IPUMEHEHHSI BO BpeMsi 0€peMEHHOCTH.
Jlakranys

[Tpubnuzurensho 1 % NpUHATOMN 10361 KANTONPUIIA OOHAPYKHUBAETCS B TPYIHOM MoJIoke. B cBsizn
C PUCKOM pa3BUTHs CEpbe3HBIX MOOOYHBIX peakUuil y peOeHKa, clelyeT MPeKpaTuTh IpyaHOe
BCKapMJIMBaHHe WK npekpaTuTh Tepanuto npenaparom KAIITOKOPBEJI y matepu Ha nepuoa
IPYAHOIO BCKapMIIUBAHHUSL.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMHM CpPeACTBAMHU M padoTaThb C
MeXaHMu3MaMH

B nepuon neueHuss HeoOXOIMMO BO3JEPKUBATHCS OT BOXKJEHHS aBTOTPAHCIOPTa U 3aHITHM
NOTEHLIMAJIbHO OMACHBIMH BUAAMU JEATEIBHOCTH, TPEOYIOIIMX MOBBIIIEHHOW KOHLEHTpPALUU
BHUMaHHUA M OBICTPOTHI TICUXOMOTOPHBIX pEaKLui, TaKk KaK BO3MOXXHO T'OJIOBOKpY>KEHHE,
0COOCHHO TIocTe MpuémMa HadyanbHOMN J036I.

4.8. Hexkes1aTeibHbIE peaKiUu

PesroMme HexxenaTeabHbIX peaKIni

HexxenaTenbHble peakiMy MPEJCTABICHb B COOTBETCTBUU C MOPAXKEHHEM OPTaHOB U CHUCTEM
OpraHOB B TIOCTEIOBAaTEIBHOCTH MEIUIIMHCKOTO CJOBaps s HOPMAaTHBHO-IIPaBOBOM
nestenpHocTH  (MedDRA). Yactora BO3HMKHOBEHHS OMNpEAesiiack B COOTBETCTBUH CO
CJIEMYIOIIMMH KaTeropusMH: o4eHb yacto (>1/10), gvacto (>1/100, vo <1/10), meuacto (>1/1000,
HO <1/100), peaxo (>1/10000, no <1/1000), ouens penko (<1/10000), gactora HensBecTHA (Ha
OCHOBaHUHU UMEIOIINXCS JAHHBIX OIICHUTH HEBO3MOXKHO).

Hapywenue co cmoponvl kposu u aumgpamuueckoi cucmempl. OYEHb PEAKO — HEUTPOTICHUS,
arpaHyJolNTO3, TAHITUTOTICHUS, TUM(aTeHOTIaTHs, Y03HHO(PIIIHSI, TPOMOOITUTOTICHHS, aHEMUS (B
T.4. alUTacTUYecKas, TeMOJIMTHYECKas), ayTONMMYHHBIE 3a00IeBaHMsI.

Hapywenus memabonuzma u numanus: peAKo — aHOPEKCHS; OYCHb PEAKO — TUNEPKAIUEMUs,
TUTIOTJINKEMHUSI.

Ilcuxuueckue napyuienus: 4acTo — paccTpOMCTBa CHA; OYEHb PEIKO — CIYTAHHOCTh CO3HAHMS,
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JETPeCCHsl.

Hapywenus co cmoponvl nepsHoUl cucmembl: 4acTO — TOJIOBOKPYXEHHUE, pacCTPOMCTBO BKYca,
HapYyLICHUs CHA, COHJIMBOCTh; HEUACTO — TOJIOBHAsI 0OJIb, MapecTe3us; PEKO — aTaKkCus; OYCHb
pPEIKO — HapyIIeHHs] MO3TOBOTO KpPOBOOOpaAIleHMs], BKJIOYas MHCYJIbT, OOMOPOK, HapylleHHe
CO3HaHHUS U CHHKONAJIbHBIE COCTOSIHHUSL.

Hapywenus co cmoponuvl opeana 3penus: 04€Hb PEIKO — HEYETKOCTb 3PEHUS.

Hapywenus co cmopouvt cepoya: HEUaCTO — TaXUKapAusl WIA TaxXUAPUTMUS, OLIYLICHHUE
cepaueOneHus, CTEHOKapausi, OpTOCTaTUYeCKash TUIOTEH3US, BBIPAKEHHOE CHIDKEHUE
apTEepUATILHOIO JABJICHUS; OUEHb PEIKO — KapAHOTE€HHBIH 110K, OCTAHOBKA CEpALA.

Hapywenus co cmoponvl cocyoos: He4acTo — CUHJPOM PeilHO, «IpuiIuBb» KpPOBU K JIULLY,
OJIeTHOCTD, TIEpU(EPUIECKUE OTEKH.

Hapywenusa co cmoponsl dvixamenvHoll cucmemvl, 0peaHo8 2pyOHOU KIemKU U CPeOOCHEeHUs:
4acTo — Kamenb (CyXol HEMmpOAYKTHUBHBIN), OJBIIIKA; OYEHb PEAKO — OpOHXOCHa3M, PUHUT,
QICPrUYECKU aJIbBEOJTUT JO3MHO(IIIBHAS MTHEBMOHHS, Y03MHOQHIBHBIA ITHEBMOHUT, OTEK
JIETKUX.

Kenyoouno-kuuieunvie HapyuieHus. 4acTo — pa3ApaKeHHe CIU3UCTOW OOOJIOUKH >KETyIKa,
HapylIeHUEe BKYCa, CYXOCTh CIU3UCTOM OOOJOYKHU MOJOCTH pPTa, TUCHENCHs], TOIIHOTA, PBOTA,
00Jb B J)KUBOTE, AUapes, 3a10p; peIKO — CTOMATUT, aTO3HbIM CTOMATUT, AHTHOHEBPOTHYECKUN
OTEK KHUIIIEYHUKA; OUE€Hb PEJKO — INIOCCUT, NENTHYECKas A3Ba, TAHKPEATUT, TUIIEPIIIa3us JECEH.

Hapywenus co cmopomnsl neuenu u dicenuegul8o0awjux nymeti. OUY€Hb PEAKO — HapylICHHE
GYHKIIMM TIEYEHH, XOJIeCTa3, KENITyXa, remaTutT (BKIOYas pelKHe Ciydau TelmaTOHEKpo3a),
MOBBILICHNE aKTUBHOCTHU «II€YEHOYHBIX» (DEPMEHTOB.

Hapywenus co cmopoHul Kooty u NOOKOHCHBIX MKAHeU: 4aCTO — KOKHBIN 3yJ] C BBICBITAaHUSIMU U
0e3 BBICHITIAHUM, BBICHIMAHMS HAa KOXKE, AJOMEIHs; HEYacTO — AHTMOHEBPOTHUECKUN OTeK
KOHEYHOCTEH, Juma, TyD, CIM3UCTBIX O00O0JOYeK, f3bIKa, TJIOTKH U TOPTAaHU; OUYEHB
pPENKO — KparuBHHUILIA, CUHAPOM CruBeHnca-/[>xoHCOHa, MyJbTU(DOPMHAS spuTeMa,
(OTOUYBCTBUTENBHOCTD, 3PUTPOAEPMUS, SKC(HOINATUBHBINA JEPMATUT, TEM(DUTOUIHbIE PEaKIUH.
Hapywenusa co cmopoHvl mbluleuHoll, cKelemHol U cOeOUHUmMeNbHOU MKAHU. OYeHb PEeIKo —
MUAJTHS, apTPAITHUS.

Hapywenus co cmopoHuvl nouex u Mouegbleo0suux nymeti: peko — HapylieHne QyHKIUN MoueK
(BKJIIOYAsi TIOYEYHYIO HEJAOCTAaTOYHOCTh), TMOJIUYpHUS, OJMUIYpHUs, YBEIHMYEHUE YaCTOTHI
MOYEHCITYCKaHUH; OYeHb PEJIKO — HEPPOTUUECKUI CHHJIPOM.

Hapywenusa co cmoponst penpoOyKmugHoOU cucmemvl U MOJOYHBIX Jfcesie3. OYEHb DPEIKO —
MMITOTEHIUSI, THHEKOMACTHSI.

Obwue Hapywienus u peakyuu 8 mecme 86edeHUs. HEYacTO — OOJb B IPYAM, MOBBIIICHHAS
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YTOMJIAEMOCTb, ACTEHHS, 00IIIee HEOMOTaHHE; QUCHB pe'ﬂc'o' :-—--_Ilﬁr%ﬁﬁe%&%t""'--' CTb 0002)

Jlabopamopnvle u uncmpymeHmanvHvle OanHble. OYEHb PEIKO — MPOTEUHYPUS, 303UHODUIHS,
TUIIOHATPHEMHS], TOBBIIICEHWE KOHIIGHTPALMU a30Ta MOYEBHMHBI B IUIa3Me€ KPOBH, alUI03,
NOBBIIICHNE KOHLEHTPAMM KpeaTHHWHA W OwiMpyOMHAa B CHIBOPOTKE KpPOBH, CHHIKEHHE
reMorsioOMHa ¥ TeMaTOKPUTa, CHHYKEHUE YMCIIa JIEWKOIIMTOB, TPOMOOIIUTOB, MOBHIIICHUE TUTPA
AHTUHYKJICApHbIX aHTUTEl, nosbienne COJ.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0marb O 10J03pEBAEMBIX HEXKENAaTeIbHbIX pPEAKLUUAX I0CIe pPEerucTpanuu
JIEKapCTBEHHOTO IIpernapara ¢ LelIbl0 00ecreyeHns: HeIPepbIBHOITO MOHUTOPUHIA COOTHOILICHHSI
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTO Mperapara. MeIuIMHCKIM pPa0OTHHKAM PEKOMEH]yeTCs
coo0maTte O JIOOBIX MOJ03PEBAEMBIX HEKENIATENBHBIX PEAaKIHIX JICKApCTBEHHOTO Iperapara
yepe3 HalMOHAJIbHbBIE CUCTEMbI COOOLIEHHH O HEXeIaTelbHbIX PEAKLUAX FOCyJapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOro COr03a.

Poccuiickas ®@eoepayus

109012, r. Mocksa, CraBsiHCKasl III0IIaab, 1. 4, cTp. 1

®denepanbHas cityx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3npoBka

CuMOTOMBI

Pe3koe cHmxkeHHe apTepHaIbHOTO JaBl€HUS, UIOK, CTYNOp, Opagukapaus, HapylIeHus
BO/IHO-3JIEKTPOJIUTHOIO OajlaHca, o4YeyHasi HeJOCTATOYHOCTb.

Jleyenue

[TpombIBaHME Keny/Ka, BBEACHUE aCOPOCHTOB U HaTpus cyib(aTa B TeueHue 30 MUHYT mocie
npuema, BBeeHue 0,9 % pacTBopa HaTpHs XJIOPUAA HITH APYTHX IIa3M0O3aMEMIAIOIIIX PAaCTBOPOB
(IpeBapHUTENBHO MANMEHTa YIOXKHUTh, IPUMIOIHATH HOTH M 3aT€M IPOBOIUTH MEPOIPHUSATHS TI0
BocriosiHeHunto OLIK), remoauanus. [Ipu OpanukapIuu win BBIPaKEHHBIX BaryCHBIX PEAKLUAX —
BBEJICHUE aTpomnuHa. MOoXKeT ObITh PAaCCMOTPEHO MPUMEHEHHE 3JIEKTPOKAPAUOCTUMYIISATOPA.

[TeputoHeanbHbIil uanu3 He3(PPEKTUBEH s BbIBEICHUS KallTONpUia U3 OpraHu3Ma.

5. PAPMAKOJIOTMYECKUE CBOHCTBA
5.1. ®apmakoaMHAMHYECKHE CBOMCTBA
dapmakoTepaneBTHUECKasi IpyMNa: CpeacTBa, ACHCTBYIOUIME HAa PEHUH-aHTMOTEH3UHOBYIO

CHUCTEMY; MHTHOUTOPBI aHTHOTEH3UHIIpeBpaniatoniero Gpepmenta (AI1D).
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Mexanusm aeiictBus, dapMakoauHaMmuyeckue 3G hexTol

KanTonpun — BeicoOkOCTeIU(DUYHBII KOHKYPEHTHBI MHTMOMTOpP aHTHOTEH3WHIIPEBPAIAIOIIEro
depmenta (AIID) nmepBOro MOKOJICHHs, COACpIKANTUN CyIbGruApuiIbHYI0 Tpynmny (SH-rpymnmy).
CHmWXKaeT aKTUBHOCTh PEHHH-aHTHMOTEH3HH-aJIbI0CTepoHOBOM cucteMbl (PAAC). MHrnbupys
AIl®, xanTonpui yMeHbIIAET IIpEeBpallleHue aHruoTeHsuHa | B anrmoreHsuH |l u ycrpanser
Ba30KOHCTPUKTOPHOE BO3/ECICTBUE IOCIEIHET0 Ha apTepualbHblE M BEHO3HBbIE cocyabl. B
pe3yibTaTe YMEHbIICHHsI KOHIIEHTPALUMU aHMMOTeH3MHa || mporcXxoauT BTOpUYHOE yBEIHUEHHUE
AKTUBHOCTH PEHMHA IJa3Mbl KPOBU (3a CUET yCTpaHEHUs OTpULATEIbHON OOpaTHOM CBA3M) U
YMEHBIICHNE CEKPEIMH allbJOCTEPOHA KOPOW HAIAIMOYEYHHKOB. AHTUTHUIIEPTEH3UBHBINA 3 dekT
KalTomnpusia HE 3aBUCUT OT aKTUBHOCTHM PEHHHA IUIa3Mbl KpoBU. CHM)KEHHE apTepHaIbHOTO
nasiieHust (AJl) oTMeuaroT IpU HOPMAJbHOM M Jla)ke CHM)KEHHOW aKTHMBHOCTH TOPMOHA, YTO
o0yci0BJIeHO Bo3eiicTBueM Ha TkaHeByto PAAC.

KanTonpun ymensinaer onocpenoannyto AIID nerpananuio OpaAMKHHUHA U YBEIMYUBACT €ro
coJlepkaHue B TKaHsIX opraHuzMa. B pesynbrare uHruOuposanus AllD ysennuuBaercs
AKTUBHOCTb LIUPKYJIUPYIOIIEH U TKAaHEBOH KAIIIMKPEUH-KMHUHOBON CHCTEMBI, 4TO CIIOCOOCTBYET
nepugepuyeckoi BazoAMIaTAllMM 32 CYET HAKOIUIEHWs OpaJuMKMHUHA (TenTun, oOnajgaroiui
BBIPQKCHHBIM Ba30JMUJIATHPYIOIIUM JIEHCTBUEM) U YBEJIMYEHHUS CHUHTE3a npocraryiaHauHa E2.
OTOT MEXaHW3M MOKET BHOCHUTH OIpEAENEHHBbIH BKJIaJ B AHTUTMIIEPTEH3UBHOE JEWCTBHE
KaIllTONpuUa, a TAKXKE ABJIAETCSA IPUYNHON BOZHUKHOBEHUSI HEKOTOPBIX HEXKENIATENbHBIX PEAKLIUN
(B 4aCTHOCTH, CYXOT'O KaIluis).

VY nmauMeHToB ¢ apTepHalbHOM IMmepTeH3uel KanTonpui cHukaeT AJ] 0e3 komMmeHcaTopHOIo
YBEJIMYEHHUS 4acToThl cepAeuHbix cokpameHuii (HCC), 3anep KK )KUIKOCTH U MOHOB HATpus B
opranusMme. [Tocie ofHOKpaTHOTO preMa BHYTPh MaKCUMAaJIbHBIA aHTUTUIIEPTEH3UBHBIN 3 ekt
HaOmronaetcs yepe3 60-90 MunyT. CTeneHb CHIKEHUS apTepUaIbHOI0 JaBJIEHUS OIMHAKOBA IIPU
MOJIO’KEHUH MALIMEHTA «CTOS» U «WIekay. JTUTeIbHOCTh aHTUTUIIEPTEH3UBHOTO 3 (heKTa 3aBUCUT
OT J03bl Tpenapara. AHTUTHIIEPTEH3UBHOE JEMCTBHE KalTONPUIA MOXKET YCHIMBATHCA C
TE€YEHUEM BPEMEHM M JOCTUTAEeT ONTHUMAJIBHBIX 3HAUEHHWH 4epe3 HECKOJIBKO HEJENb TEpaIlnu.
OprocTtaTnueckas TUIIOTEH3Usl Pa3BUBAETCS PEAKO, B OCHOBHOM Yy IAllUEHTOB CO CHUKEHHBIM
0o0BeMOM LUPKYyIUpYIoLIeil kpoBu. BHe3anmHoe npekpalieHre mpruema Karronpusia, Kak mpaBuio,
HE MPUBOANT K PA3BUTHIO CUHIPOMA «OTMEHBI».

VY nanueHToB ¢ apTepuanbHON THIEPTEH3UEN KallTONPUI YBEIUUMBAET IOYEUHBIM KPOBOTOK, IIPU
TOM CKOPOCTh KJIYOOYKOBOH (QuibTpanuu o0O0blYHO He wu3MeHserca. llpu amuTensHOM
IPUMEHEHUN YMEHbBINAET FMIEePTPO(PHI0O MUOKAP/A JIEBOTO JKEITyA0UKa.

[Tpu cyGnUHTBaIbHOM MpUEME KaNTONpPHUiIa y MAUEHTOB C HEOCIOKHEHHBIM TUIIEPTOHUYECKUM
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KPU30M HAYaj0 aHTUTHIICPTCH3UBHOTO JCHCTBHS %;ﬁelg&gsﬁ'“ggd&H —BTZO ll_MPIHVT,

MaKCHUMaJIbHBIN aHTUTUTIEPTEH3UBHBIN 2 dekT Habmomaercs yepes 45—60 MUHYT.

VY nmanueHToB ¢ XpOHUYECKOH ceplaedHoi HepocTtaToyHocThio (XCH) kanTonpuil CyniecTBEHHO
yMeHbl1aer obmee nepudepuueckoe cocynucroe conporusieHue (OIICC) m yBenuuuBaer
BEHO3HbIII 00beM (yMeHbIlas TakUM OOpa3oM Mpeja- M IMOCTHAarpy3Ky Ha Cepile), CHUXKAET
JIaBJICHUE B IMPABOM IPEACEPIUN U MAJIIOM Kpyre KpOBOOOpAIleHHs, YBEITUYMBACT MUHYTHBIN
00BbeM cep/Ilia U YIydIlaeT TOJEPAaHTHOCTh K (PU3NYECKOI Harpys3Ke.

B nmnane60-KoHTpoIMpyeMbIX KITMHUYECKUX UCCIEI0BAaHMIX Y MALMEHTOB ¢ AUCHYHKIMEH JIEBOrO
xenynouka (dpakuus BeiOpoca sieBoro skenynouka < 40 %) mocie nepeHeceHHOro HMHpapkra
MHOKap/Ja KanTONpWUJ YBEIMYHMBAJI BBDKMBAEMOCTh, 3aMEUIII  PAa3BUTHE  KIMHUYECKH
BBIPQKEHHOW CEpJCYHON HEJOCTATOYHOCTH, W CHIDKAI YacCTOTHI TOCHUTAIU3AIUN 10 MOBOIY
cepAeyHON HeI0CTaTOYHOCTH.

B knuMHMuYecKOM HCCIeOBaHMM y HAIMEHTOB € caxapHbIM JuabetoMm | Tuma, nuaGetnueckoin
Hepomatuel, peruHonmarueid u mnporenHypuerd > 500 MI/CyTKM KanTONpPHJI YMEHbIIAl
IPOTEHHYPHIO M CHIXKAJ CKOPOCTh MPOTPECCUPOBaHUS TuabeTHIecKoil HeponaTuu.
O¢ddexkTrBHOCTH U 0€30MaCHOCTh MPUMEHEHUS KaNTONPUIIa y AeTell He yCTaHOBJIEHBI.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AOcopOuus

[lpy mpueme BHYTPH KaNTONPHJI OBICTPO BCACHIBACTCA B JKEIYAOYHO-KUIIEYHOM TPAKTE.
MakcumanbHas KOHLEHTpalus Kanrtornpuia B mia3Me KpoBU (Cmax = 114 Hr/min) gocturaercs
yepes 30-90 muH (B cpemHem uepe3 | uac) mocine mpuemMa BHYTPb. MMHUMallbHas
0M00CTYMHOCTh cocTaBisieT B cpenHeM 70—75 %. OnHOBpEMEHHBIN MpueM MUIIM YMEHbIIAET
abcop6Omuto kantonpusia Ha 30-40 %. [Ipu cyOnMHrBaJbHOM TpHUEME KamnToNpuia B J103aX
12,5-25 Mr mo cpaBHEHHMIO C NPUEMOM BHYTPb OTMedaeTcss Ooyiee OBICTpOE TOCTHXKEHUE
MaKCUMaJbHONH KOHIEHTpauuu B 1uiazMe KpoBHU (TCmax 4045 MHUHYT) mpH CONOCTaBHUMBIX
3Ha4CHUSIX Cmax 1 AUC (Tuomaas moj hapMakOKHHETHYECKON KPUBOUW «KOHIICHTPAIHS-BPEMS).

Pacnopenenenune

O0beM pacmipeneneHusi B TepMUHATBHON (a3e (2 JI/Kr) CBUAETENBCTBYET O 3HAUUTEIHHOM
IPOHUKHOBEHUH KaNTONpWIa B TIyOOKHE TKaHU opranuima. Cs3b ¢ OeJIKaMH IUIa3Mbl KPOBU
cocraBisieT 25-30 %. He3naunrensHo (MeHee 1 %) mpoHMKaeT yepe3 reMarodHIiedanrnyecKuit
Oapbep u ruaneHTapHblil 6apbep. Menee 0,002 % OT npuHATON A03bI KAITONPUIIA CEKPETUPYETCS
C TPYAHBIM MOJIOKOM.

Buorpancdopmarnus

Merabonu3upyeTcss B TI€4eHHM ¢ 0Opa3oBaHHEM JUCYIbGUIHOTO JAUMEpa KanTompuwia u

KalTonpui-uucTenHeyabpuaa. Metadonutsl papMaKkoIOrH4eCKH HEaKTUBHBI.
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OIMMUHALNS

[lepuon monysbiBenenus (Ti2) kamrompuna cocrtaBisier 2—3 uaca. [Ipemapar BeIBOAMTCS H3
OpraHu3Ma MpeuMyIIeCTBEHHO nmoykamu, 10 50 % B HEM3MEHEHHOM BHJIE, OCTajbHAs YacTh — B
BuJe MetabonuToB. Okoso 95 % kantonmpuiia BEIBOJUTCS MOYKaAMH B TEUEHHE MEPBBIX CYTOK, U3
HuX 40-50 % B HEeM3MEHEHHOM BHUJIE, OCTaJIbHAs YacTh — B BHJIE€ MeTa00JIUTOB. B cyTouHO# Moue
onpenaensores 38 % Hen3MEeHEHHOTO KanTompmia u 62 % — B BUJie METa0OJIUTOB.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

KanTonpun kymynupyercst Ipy XpOHUUYECKON OYEYHON HEJOCTATOYHOCTHU. T1/2 KanTonpuia npu
MOYEYHON HEAOCTaTOYHOCTU cocTaBisieT 3,5-32 wyaca (yBenuueHue Ti KOppenwpyeT co
CHI)KEHHMEM KJIMpeHca KpeaTuHuHa). [ HenoueuHol snumuHanmu Ti2 cocraiser 156 gacos.
[TaupenTam ¢ HapylieHueM (QYHKLUMU IOYEK CleAyeT YMEHbLIUTb 103y KallTolpHia H/WiIu

YBCIUMYUTD UHTCPBAJl MCXKAY IIpHUEMaMU IIpcIiapara.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTeibHBIX BelIECTB

JIakTO3bI MOHOTHIPAT (Caxap MOJIOUHBIN)

[emmtono3a MukpokpucTayuimaeckas (tum 102)

Marnus creapat

Tanpk

KpemHust AMOKCH KOJIJIOUAHBIH (a3pocui)

Kpocnosunon (koo CL-M, kommunon 1JT)

6.2. HecoBMeCTHMOCTDH

He npumenumo.

6.3. Cpok roqHocTH (CPOK XpaHeHus )

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU

B 3amunieHHOM 0T cBeTa MecTe Ipu TeMiieparype He Boime 25 °C.

6.5. XapakTep U coaep:kaHHe NEePBUYHOI YNIAKOBKH

7, 10, 14 TabneToxk B KOHTYPHYIO SYEMKOBYIO YIAKOBKY W3 IUIEHKH MOJUBUHWIXJIOPUIHON H
(boJIbru aMOMHUHNEBOH MeYaTHON JTAKUPOBAHHOM.

7, 10, 14, 20, 21, 28, 30, 35, 40, 42, 49, 50, 56, 60, 63, 70, 80, 84, 90, 98, 100, 112, 126, 140
TabneTok B OaHKy MOJUMEPHYI0 M3 MOJUIPONMIEHA WIM TOJMITHIEHA, YKYHNOPEHHYIO
HATSITMBAEMOW WJIM HABUHYMBAEMOW KPBIIIKOW MOJMMEPHOM JJIs1 JICKAPCTBEHHBIX CPEACTB M3

MOJIMIIPONUIICHA WM IIOJHUITUIICHA C KOHTPOJIEM IIE€PBOr0 BCKPBITHA HIIN oe3 KOHTpPOJIA, C
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YIUIOTHAKOIINUM 3JIEMCHTOM HIJIN 0e3 Hero.

JIONOMTHUTENBHO JIOMYCKAETCS HCIIOJIb30BaTh BaTy MEAMIIMHCKYIO TUTPOCKOMUYECKYI0 WU
aMOPTHU3ATOP, WU OCYIIUTEIb.

Ha Ganky HaKJIEMBAIOT YTHKETKY CaMOKJIESIIYFOCS.

Kaxnyro 6anky, 1, 2, 3,4, 5, 6,7, 8,9, 10 KOHTYpHBIX SYEHKOBBIX YITAKOBOK C MHCTPYKITUEH 11O
MEIUIIMHCKOMY TPUMEHEHHUIO MIOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIH OTXO0J0B, TMOJYYeHHBIX TI0Cjie TPUMeHEHUs
JIEKAPCTBEHHOT'0 Mpenapara, v pyrue MaHUIYJISIIUM ¢ TIpernapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

OO011ecTBO ¢ OrpaHMuE€HHON OTBETCTBEHHOCTHIO «DJIBADAPM» (OO0 «3JI3BADAPM»)
7.1. IlpeacraBuTe b AePKATES PETHCTPAIHOHHOTO YA0CTOBEPEHU S

IIpereH3uu HOTDG6HTCJI€I>1 HAaIrpaBJIATH I10 aApECy.

Poccuiickas @enepanus

OO611ecTBO € OrpaHMYEHHON 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckast 06:1., r. Kypran, npocriekt Koncturyuun, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUS

9. TATA NEPBUYHOM PET'MCTPAIIMM (IIOATBEPXKJIEHHUS PETHUCTPALIUH,
INEPEPETUCTPALINN)

Jlata nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

O6mass xapakrepuctuka JekapctBeHHoro mnpenapara KAIITOKOPBEJI nocrynna Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

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