COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.09.2025 N= 22280

OBIIASI XAPAKTEPHCTHKA JEKAPCTBEHHOPG TIPEIAPATA 7702

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
CangummyH Heopait, 25 mr, Karcymbl MSTKHE
Cannummys Heopain, 50 mr, kancyssl MIrkue

CangummyH Heopan, 100 mr, karcynbl Msrkue

2. KAYUECTBEHHBIN M1 KOJJMYECTBEHHBII COCTAB

JelicTBy1ol1I€€ BEIIECTBO: [IUKJIOCIIOPHUH.

CaggummyH Heopair, 25 Mr, KaIcyJisl MITKHE

Kaxxnas xamncyna coaepKuT 25 Mr HUKJIOCIIOpHHA.

BcnomorarenbHble BellecTBa, HAMYME KOTOPBIX HA/IO0 YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO
npenapara: 3TaHOJ, Maclo KacTOpOBOE MOJMAITOKCWIMPOBAHHOE TI'UAPOTCHU3MPOBAHHOE
(monmoxcun 40 rUIPOreHn3pOBaHHOE KaCTOPOBOE Maciio) (cM. pazaen 4.4.)

CanonmmyH Heopait, 50 Mr, Kancyabl MITKHE

Kaxnas xancyna cogepkut 50 Mr IIUKIOCTIOpHHA.

BcnoMoratenbHble BEIIECTBa, HAMYKAE KOTOPBIX HAJ0 YYHTHIBATH B COCTABE JIGKAPCTBEHHOTO
npernapara: 93TaHOJ, Macjio KacTOpPOBOE MOJMITOKCHIUPOBAHHOE TUAPOTCHU3HMPOBAHHOE
(monmmokcun 40 rUAPOTEHU3UPOBAHHOE KACTOPOBOE Macyo) (cM. pazzaen 4.4.)

CannnmmyH Heopair, 100 Mr, Karcyisl MATKHE

Kaxnas xancyna cogepxut 100 Mr nukiiocnopusa.
BcnomorarensHple BelecTBa, HAIMYKME KOTOPHIX HA/J0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemapara: 3TaHOJ, MAacll0 KacTOPOBOE IMOJMATOKCHIIMPOBAHHOE THAPOT€HU3HMPOBAHHOE

(monmmokcun 40 TUAPOTEHU3UPOBAHHOE KACTOPOBOE Macyo) (cM. pazzaen 4.4.)

3. JEKAPCTBEHHASA ®OPMA

Kancynsl msirkue

CapgummyH Heopair, 25 Mr, KaIcyJisl MITKHE

OBanpHas MsATKas JKEJaTHHOBAs KaTCyJia Cepo-ToIy0oro IBeTa ¢ MapKUPOBKOW KPACHOTO IIBETA
«NVR 25 mgy.

CannnMmmyH Heopait, 50 Mr, kancyabl MSITKHE

[IpomonroBarasi Msrkas >KeJIaTHHOBAs KalcCyja »elTOBAaTO-0eloro IBeTa C MapKUPOBKOM
kpacHoro 1sera «NVR 50 mgy.

CannnmmyH Heopair, 100 Mr, Karcyisl MATKHE

[TpononroBaras mMsrkas >keJaTMHOBas Karicylia Cepo-royiyooro IBeta ¢ MapKupoBKOW KpacHOTo
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usera «NVR 100 mgy.

Conepx’umMoe KarcyJsibpl: Ipo3padyHas )KMJIKOCTb OT CBETJIO-XKEJITOr0 A0 JKEITOro LBETa WU OT
CBETJIO-KOPUYHEBOTO 1IBeTa 10 KopuuHeBoro. [Ipu temneparype Hrke 20 °C KUIKOCTH MOXKET
MEPEXOIUTH B KeNeo0pa3Hoe COCTOsIHKIE, KoTopoe obpaTumo u rpu 30 °C mepexoauT B KUAKOCTb.
B KHUAKOCTU MOTYT Ha6JIIOl[aTI>CSI HG6OJIBIJ_II/IC XJIOIIbA MJIM O0CaAOK, MX HAJIWYHUC HC BJIMACT Ha

Ka4eCcTBO Mpernapara.

4. KNIMHUYECKUE JAHHBIE
4.1. Iloxa3aHusi K NpMMEHECHUIO

TpancmiangTanus

Tpancnaanmayus coTUOHbIX OP2AHOE:

- Npo(UIAKTHKA OTTOPXKEHUS aAIOTPAHCIUIAHTATOB IIOYKM, II€UEHH, CepJla, JErkoro,
HO/DKETYJOYHOH KeJe3bl, a TaKke KOMOMHMPOBAHHOTO CEPJICUHO-IETOYHOI0 TPaHCIIJIaHTaTa;

- JIeYEHUE OTTOPKEHUSA TPAHCIUIAHTATa Yy IALUEHTOB, paHee IMOJIy4YaBIIUX JpYyTHE
MMMYHOJETIPECCAHTBHI.

Tpancnnanmayus KOCMHO20 MO324.:

- MIpO(UITAKTHKA OTTOPIKEHUS TPaHCIIJIaHTaTa MOCIe MepecaKu KOCTHOIO MO3ra;

- MPO(UITAKTHKA U JIeueHUe 00JIE3HU «TpaHCIUIaHTAT NpoTuB Xo3sauHa» (BTIIX).

Tloka3zanus, He cBA3aHHBIE C TPAHCIUIAHTALIUEN

DHOO02eHHbIU yeeum

- aKTUBHBIN, YTPOXKAIOIIUN 3PEHUI0, CPETHUN WM 3aJHUN YBEUT HEHMH(PEKIIMOHHON ATHOJIOTUH
npu HeA((HEKTUBHOCTHU HIIM HEMEPEHOCHUMOCTH MPEIIECTBYIOIIETO JICUSHHUS.

- yBeuT bexuera ¢ MOBTOPHBIMU MPUCTYIAMH BOCTIAJICHUSI C BOBJICYEHUEM CETYATKH.
Hegpomuueckuii cunopom

Crepon03aBUCUMBIN U CTEPOUIOPE3UCTECHTHBIM HEQPOTHUESCKUI CUHIIPOM Y B3POCIBIX U JIETEH
oT 3 ner, oOyCJIOBICHHBI MATOJOTHEH KIyOOUKOB, TaKOM Kak HeppomaTvs MHUHHMAIbHBIX
W3MEHEHUH, 09aroBbIid M CErMEHTAPHBIN TTIOMEPYIOCKIEPO3, MEMOPAHO3HBIN TITOMEPYIOHEPPHT.
[Tonneprxanue peMuccuu, BEI3BAHHOM TMTFIOKOKOPTUKOCTEPOHUIAMH C BO3MOXKHOCTBIO UX OTMEHBI.
Pesemamouonwiit apmpum

Jledyenue TsoKenbIX GOPM aKTUBHOTO PEBMATOHIHOTO apTPUTA.

Iicopuaz

Jledenue Tsokenbx (opM Ticopuaza npu HeA(HEKTHBHOCTH MM HEBO3MOXKHOCTH TMPHMEHEHUS
TPaIULIMOHHON TEpanuu.

Amonuueckuti depmamum

Tsoxenble (OpMBI aTONMUYECKOTO JI€PMATUTa NpPU HEOOXOTUMOCTH TMPHUMEHEHHS] CHUCTEMHOM
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ot 05.09.2025 N= 22280
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TepaIuu.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

4.2. Pe:xuM 103UPOBAaHUS H CIIOCO0 NPHUMEHEHHS

[Tpenapar CangummyH Heopan nosmkeH HDpUMEHSTbCS TOJIBKO BpadyaMH, MMEIOIIUMH OIBIT
IPOBEICHUSI HMMYHOCYIPECCHUBHOM Tepamuy M HUMEIOIIUMH BO3MOXKHOCTh 00ECHeUYUTh
aJIeKBaTHOE HAONIOJICHHE 3a TAlMeHTOM, BKJIOYas perylsipHOe TOJHOE (U3UKAIBHOE
oOciesjoBaHue, W3MEpeHHe aprepuaibHoro maeineHus (AJl) W KOHTponb JaboOpaTOPHBIX
nokasaresnei Oe3onmacHocTH Tepanuu. HaOmroneHue 3a manuMeHTaMu IOCie TpaHCIIaHTAILUH,
HOJIYYaroIUMH Tepanuio IpenapaToM, CleyeT IPOBOIUTH TOIBKO B YUPEXKIECHUIX ¢ HATMYUEM
00y4YEeHHOTO MEUIIMHCKOTO MepcoHalia U aJIeKBaTHBIX JJAOOPAaTOPHBIX PECYPCOB.

PexxuM 103upoBaHus

[IpuBeneHHbIE HIDKE OHANA30HBI 03 ISl IPUEMa BHYTpPb CIEIyeT pacCMaTpUBATh JIUIIb Kak
pexoMeHaauuu. CrneayeT NpoBOAUTh OOIEIPUHATHIN KOHTPOJIb KOHIIEHTPALMHU LIUKJIOCIIOpUHA B
KPOBH C BO3MOXKHBIM TPUMEHEHHEM pPaAHMOMMMYHOJOTMYECKOTO0 METO0Jla, OCHOBAHHOTO Ha
UCTIOJIb30BaHUM MOHOKJIOHAJIBHBIX ~aHTHTEN. Ha OCHOBaHWMM TIONyYEHHBIX pPE3YJIbTAaTOB
OTIPEICTISIIOT BENWYHMHY J03bl, HEOOXOAMMYIO ISl JOCTIDKEHHS HYXXHOM KOHIEHTpaluu
IIUKJIOCTIOPHHA B TIa3Me KPOBHU Y Pa3IMYHBIX MAI[IEHTOB.

[Ipu HeadpdexTBHOCTH Tepanuu npenapatoM CanaummyH Heopan B ¢popme karcyn B 2 mpuema
B OJMHAKOBBIX [03aX YTPOM M BedepoM (OCOOCHHO y MAIEHTOB C HU3KOW Maccoi Tema)
BO3MOJXKHO:

- IPUMEHEHHE Pa3HBIX JI03 Ipernapara yTpoM 1 Be4epoM;

- IPUMEHEHHE PACTBOPA JJIsl TpUeMa BHYTPb.

Tpancnianmayus

Tpaucnranmayus CONUOHBIX opcaHo6

Jleuenne npenaparom CannummyH Heopai ciienyer HaunHaTh 3a 12 4acoB 10 TpaHCIJIAHTALMK B
no3e ot 10 mo 15 mr/kr/cyT, pazaenenHoil Ha 2 npuema. B Teuenue 1-2 Henenp mocie onepanuu
npenapar NpUMEHSIOT €XKEIHEBHO B TOW e J03€, MOCIe Yero 03y MOCTENEHHO CHIXKAIOT MOJ
KOHTPOJIEM KOHIIEHTPAIIMHU ITUKIIOCTIOPHMHA B KPOBH /10 JOCTHXKEHUS MTOAICPKUBAOIICH 10361 2—6
MT/KT/CyT, pa3/ieJIcHHON Ha 2 TpueMa.

B cnyuyae mpumenenusi mpemapata CannuMmyH Heopan B cocTaBe cxeM KOMOWHUPOBAHHOM
Tepanuu ¢ IPYruMU KIMMYHOJICTIPECCAHTaMU (HAPUMED, C TITIOKOKOPTUKOCTEPOUIAMHE B COCTABE
TPEXKOMIIOHECHTHOM WJIM YETHIPEXKOMIIOHEHTHOM Tepanuu) ero 103a MOXKET ObITh YMEHbBIIICHA
(Hanpumep, 3—6 MI/Kr/CyT B 2 TIpueMa).

TDGHCI’UZQHWZCZMM}Z KOCMHO20 M032a4

Hauanpnyto 103y ciienyeT NpuHUMATh B JI€Hb, IPEALIECTBYIOMNN TPaHCIUIAHTAlKUU. Tepanuro
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IpernapaToM peKOMEHAYETCS HAUMHATG B 103€ 12,5-15 Mf@';ygvm';ﬁ%ﬁgﬂﬁﬁgﬂ%gﬁv&%‘;&hvm

TEpanuio MPOBOAAT B TEUEHUE HE MEHEE 3 MecsleB (IPEANOUYTUTENILHO 6 MECALIEB), ITOCIIE YEro
03y TOCTENEHHO CHKXKAIOT JO0 TMOJHOM OTMEHbl IpermapaTta B TeueHHMe | roma mocie
TpaHCIIJIAaHTAIIUH. [MartuenTam ¢ 3a00J€BaHUSIMU  MHIIEBAPUTEIBHOM  CHUCTEMBI,
COIIPOBOKIAIOIIMMUCS CHUIKCHHEM BCACBIBAHHs, MOTYT MOTpeOoBaThbcsi 00jiee BBICOKUE JI03BI
npenapata CangummyH Heopan wuium npuMeHEHHME IIMKJIOCIOpPUMHA B BHUJE BHYTPUBEHHBIX
uHDy3mil.

[Tocne mpekpamienuss npumeHeHus npenapara CanauMmyH Heopan y HEKOTOpBIX MallMEHTOB
MOXET pPa3BUBATbCs OO0JIe3Hb «TpaHCIUIaHTAaT NpoTuB xo3simHa» (BTIIX), koTopas 0ObIYHO
perpeccupyer mocie Bo300HOBIICHHSI TEpanuy. B Takux ciydasx clieyeT MpUMEHSTh Mpernapar B
HavyaJIbHOW Harpy3o4yHou pgoze 10-12,5 Mr/kr/cyt m B JanpHEHIIEM MPOJOKHTH TEPAIHIO
mpernapaToM B TOJACPKHUBAIONICH 103€, paHee PAClEHEHHOW Kak yAOBIETBOpUTeNnbHas. Jlis
JICUEHHSI TOT'O COCTOSIHUS TPU €r0 XPOHHMUYECKOM TE€UEHUH B ¢1a00 BBIpaXeHHOU hopme criemayeT
npuMeHsaTh npenapat CanaummyH Heopan B HU3KUX J03aX.

Ilokazanus, ne césasanHvle ¢ mpancniaHmayuetl

[Ipu npumenenunn npenapara CanaummyH Heopan mo mo0oMmy U3 moka3aHul, HE CBA3aHHBIX C
TpaHCIUIAaHTAlLlUEH, CIelyeT COO0aTh HIKENEpeUHCIeHHbIe 00II1e IpaBuia.

- Jlo Hayayna Tepanmuu HEOOXOAMMO IO MEHBbUIEH Mepe IBYKpPaTHO ONpPENEIUTh HCXOAHYIO
KOHIIEHTPALMIO KPEaTHUHHWHA B IJIa3M€ KPOBHU, a TaKXKe PETyJIIPHO KOHTPOJIHUPOBATh (PYHKIUIO
MOYEeK.

- O61mas cyTouHas 103a He JI0JKHA MPEBBINIATEH 5 MI/KT, 32 UCKIIOYEHHEM O0IIIeH CyTOUHOM 1036l
y TMalMEHTOB C 3HJOTCHHBIM YBEUTOM, YIPOXKAIOIIUM 3pPEHHIO, U y JETel ¢ HePpOTUYECKHM
CHUH/IPOMOM.

- Jlns mopnepKuBarolied Tepanuu JoJKHA ObITh MHAMBHIyaJbHO TNoJg0o0paHa HaMMEHbIIas
a¢dexTrBHAS U XOPOIIO MepeHOCUMas J103a Mpenapara.

- B cnyqasx, korja B Te4eHHE ONPEAEICHHOT0 NIEpro/ia (B 3aBUCUMOCTH OT [TOKa3aHUs) TEparuu
npenapaToM HE YIaeTcs JOCTHTHYTh KIMHUYECKOH dS(QEeKTHBHOCTH WM JOCTIKEHHE
3 PeKTUBHON 03I HE COBMECTHMO C O€30MacHOCTBIO, JieueHue mpenapatoM CaHAMMMYH
Heopan cnexyer npekpaTuTh.

V¥ nanueHToB, NOIYYarOUIMX MUKJIOCIOPUH 0 TIOKa3aHUSAM, HE CBA3aHHBIM C TPAHCIUIAHTALUEH,
KOHTPOJIb KOHLEHTPALUU UKJIOCIIOPHUHA B IUIa3ME KPOBU HE MMEET CYIIECTBEHHOIO 3HAYEHUS.
HckimoueHre coCTaBisIOT Clydyau peluarBa 3aboseBaHus Ha (oHE Tepanuu LHUKIOCITOPHUHOM,
KOTOpBIE MOTYT OBITh CBSI3aHBI CO CHMKCHHEM KOHIICHTPAIMH IIUKJIOCIIOPHHA B TIa3Me KPOBH B
pe3ysbTare HapyLEeHUs IPUBEPKEHHOCTH K JICYEHHIO, C HAPYILIEHUEM BCAChIBaHUS B K€y 104YHO-

KHIIEYHOM TPAKTE WK ¢ (hapMaKOKMHETUIECKHM B3aUMOJICHCTBHEM.
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DHooeennvlll yeeum

Hocmuoicenue pemuccuu

JI1st MOCTHKEHUSI PEMUCCHH TIpenapar MPUMEHSIOT B HAYaJIBHOU J103€ 5 MI/KI/CyT, pa3/ieeHHOM
Ha 2 mpueMa, 10 MCUYE3HOBEHUs MPU3HAKOB AKTUBHOI'O BOCIAJIEHUS U YJIYUYLIEHUS OCTPOTHI
3penus. Ilpu HemocTarouHoOW 3(pPEeKTUBHOCTH HAYATBLHOW J103BI TEPAINHUIO MPEHapaToM MOXKHO
IPOBOJUTH B JI03€ 10 7 MI/KI/CYT, pa3[ieJIeHHOW Ha 2 mpruemMa, B TeUeHUE HEeTPOJODKUTEIIEHOTO
nepuoJa.

s 6onee ObICTPOTO JOCTHKEHUS PEMUCCUU (ISl CHUKECHHS BHIPA)KEHHOCTH BOCTIAIUTENIBHBIX
peakuuii) W/unm B CiIydasix, Koraa MoHoTepanus npenapatom CanaummyH Heopan He siBisieTcst
JOCTaTOYHO (P (GEKTUBHON, BO3MOXKHA JOMOJHUTEIbHAS Tepanus TIIOKOKOPTHKOCTEPOHIAMHU,
HarpuMmep, NpeaHn30g0HoM B 03¢ 0,2—0,6 MI/KI/CyT WM IPYyTUM TIOKOKOPTUKOCTEPOUIHBIM
IpenapaToM B SKBUBAJIEHTHOM J03€.

Cnenyer oTMeHMTh Tepanuio npemnapatoM CanauMmmyH Heopan mpu OTCYTCTBHM yiTydIlIEHUS
COCTOSIHUS MallMeHTa yepe3 3 Mecsilia [ociie Hayaja Tepanui.

Tooodeporcanue pemuccuu

B xone nonnepxuBaronieil Tepanuu 103y npenapara cieayeT MeJUIEHHO CHUXKATh 10 JOCTHXKEHHS
HauMeHbIIed 3(QeKTUBHON MO03bI, KOTOpas B MEPUOA PEMUCCHM 3a00JIeBaHUS HE JIOJDKHA
NPEBBIIATh 5 MI/KI/CYT, pa3ieJICHHON Ha 2 Tipuema.

Ilcopuaz

Hocmuoicenue pemuccuu

Tepanust mcopuaza JOKHA HOCHUTh HWHIWUBUAYAbHBIA XapakKTep B CBS3H C PAa3IUYHBIMU
BapHaHTaMHU TeueHUs 3a00eBanus. J[1s JOCTHKEHHSI PEMHICCUU PEKOMEHyeMasi HadalbHas 1032
coCTaBiseT 2,5 MI/KI/CyT, pa3ieneHHON Ha 2 mpuema. [Ipu orcyrcTBUM yiydineHus mocie |
MecsIIIa Tepariy CyTOYHasl 1032 MOKET OBITh MOCTETIEHHO yBearueHa Ha 0,5—1 Mr/Kr B MecsIl, HO
HE JOJDKHA TPEBBINATh 5 MI/KI/CyT, pa3ieicHHON Ha 2 mnpuema. JleyeHue mpenaparom
CanmummyH Heopan criemyeTr mpekpaTtuThb, eciu depe3 6 Helenb MPUMEHEHUS MaKCUMalbHOU
03Bl 5 MT/KT/CYT, pa3JesIiecHHON Ha 2 mpueMa, He HaOIoJacTcsl JOCTaTOYHOTO KIMHUYECKOTO
addexra unu ecnm 3¢ GEeKTUBHAA 1032 MperapaTa HE OTBEYACT YCTAHOBJICHHBIM IapameTpam
0e30MacHOCTH.

Toooepacanue pemuccuu

Jlnist moaep KUBaroIe Tepanuy npenapaTt IpUMEHSFOT B MUHUMATbHOU 3(h(heKTHBHOM 103€, HO
He OoJiee 5 MI/Kr/CyT.

[Tocne 6 MecsueB mnoaaepXKHUBArOIIEH Tepanmuu HEOOXOIUMO IOCTENEHHO YMEHBLIMTH 103y
npenapara CanaummyH Heopan BIJIOTH 10 MOJTHOM €ro OTMEHBI.

Amonuueckuii depmamum
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Locmuoicenue pemuccuu

B cB3u ¢ pasnuuHbIMH BapuaHTaMH TEUCHMsI 3a00JICBaHUsI Tepamnus JODKHA HOCHTH
WHIUBUTyJTBHBINA XapakTep. PekomenaoBaHHas 103a COCTABISET 2,5 — 5 MI/KT/CyT, pa3ieiieHHas
Ha 2 mpuema. B crmydae, ecnu depe3 2 Helenu JIeYEHHsS B CTapTOBOU Jo03e 2,5 MI/KI/CYT He
JOCTUTHYT yAOBJIETBOPUTENBHBIN OTBET Ha JICUCHHE, 103y MOXKHO YBEJIMUYUTD 10 MAKCUMATIBHOMN
5 mr/kr/cyT. B cimyuae Tspkenoit creneHu 3abosieBaHus Oosiee OBICTPBIN U a€KBATHBI KOHTPOIIb
JIOCTUTAETCS MPU TPUMEHEHUN CTAPTOBOM JI03BI 5 MT/KT/CyT.

Tloooepacanue pemuccuu

[Ipu nmocTMKEeHHWH YAOBIETBOPUTEIBHOIO OTBETa Ha TEpamuio 03y Ipenapara CleayeT
MIOCTETICHHO YMEHBIUINTH BIUIOTh, €CIIM 3TO BO3MOXKHO, JIO TOJIHOW OTMEHBI. [Ipu pa3BuTHH
penuuBa 3a00JIeBaHUS BO3MOKHO [TOBTOPHOE JIEUEHHE MTPENapaToM MOCIe Ty OIUM KYypPCOM.
HecmoTtps Ha TO, 4TO Kypc J€UeHHs MPOAOKUTEILHOCTBIO 8 HE/IeIb MOXKET ObITh JOCTATOYHBIM
JUIS OYMILIEHHS KOXXHBIX IIOKPOBOB, IIOKA3aHO, YTO TEpamusl UIMTENBHOCTBIO a0 1 roja
3¢ deKTUBHA U XOPOIIIO TIEPEHOCUTCS, TTPH YCIOBUH 0053aTEILHOTO KOHTPOJIS BCEX HEOOXOTUMBIX
IIOKa3aTeNeH.

Jleuenne mnpenapatoM CanaumMmyH Heopan cneayer mnpekpaTuth, eciau yepe3 4 Heaenu
NPUMEHEHUsT MaKCUMAaJbHOW J03bI 5 MI/KI/CYT, pa3felieHHOH Ha 2 mpuema, He HaOiromaeTcs
yJIOBJIETBOPUTEIHHOTO KIIMHUYECKOTO 3 dekra.

Peemamouonwiii apmpum

Hocmuoicenue pemuccuu

B TeueHme mepBBIX IIECTH HEJENb JICUCHHS PEKOMEHIOBAaHHAs J103a COCTaBISIET 3 MI/KI/CYT,
paszneneHHas Ha 2 mpuema. B ciiyuae HemoctaTodHOro s¢¢exra cyTodHas 1032 MOXKET OBbITh
MIOCTETICHHO YBEJIMYEHA, €CIIH TI03BOJISIET IEPEHOCUMOCTD, HO HE JIOJDKHA TPEBBIIIATE 5 MI/KI/CYT.
JInst TOCTMDKEHMS yJIOBJIETBOPUTEIBHOTO KIMHUYECKOTO OTBETa MOXET HOoTpeboBarhes 10 12
Hezenb Tepanuu npenaparom CanaummyH Heopai.

Toooepacanue pemuccuu

Jnst moiep KMBAIOIIEH Teparuu 03y CIEAyeT MoA0upaTh WHAUBUIYAIBHO B 3aBUCUMOCTH OT
MEPEeHOCUMOCTH Tpernapara, J103a Mpenapara g NOJIAepKUBAIOLIEH Tepanuu JOJKHA OBITh
MUHUMAaIBbHON 3P PEKTUBHOIA.

[Ipenapar CanngumMmyH Heopan MOXHO NpPHUMEHATH B COYETAaHMM C HU3KHUMHM J03aMH
TIIIOKOKOPTUKOCTEPOUIOB W/WIIM HECTEPOUTHBIMU TPOTHBOBOCIIAIMTEIBHBIMU TpPETapaTaMu.
[Ipenapar CannummyH Heopan MOXHO TakXe codeTaTh ¢ HEIEJIbHBIM KYypCOM METOTpEKcaTa B
HU3KUX J103aX Yy TAlUEHTOB C HEYAOBIETBOPUTEIBHBIM OTBETOM Ha MOHOTEPAIUIO
meToTpekcaToM. HauanbHas no3a npenapara CanauMmyH Heopai B TakoM cityuae cocTaBiser 2,5

MI/KT/CyT, pa3leleHHas Ha 2 TpHeMa, IPU ATOM 03y MOXKHO YBEIMYHBATH IO YPOBHS,
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JUMHUTHPYEMOIO IEPEHOCUMOCTBIO.

Heghpomuueckuii cunopom

Hocmuoicenue pemuccuu

JIis ToCTHKEHUsST PeMHUCCHUU PEKOMEHTyeMasl 103a COCTaBIsIeT A0 6 MI/KI/CyT, pa3esieHHas Ha 2
npuema, JUisl AeTeld U 10 5 MI/KT/CyT, pa3lieJieHHast Ha 2 mpueMa, JJis B3POCIBIX MAI[MeHTOB C
HOpMaJIbHOM (YHKIMEH MOYeK, HE CuUuTas NPOTEHUHYpPHIO. Y MAlMEHTOB C HApyIIECHUSMU
GYHKIIUM TOYEeK CpelHEeN CTeNeHM TSHKECTH (KOHLIEHTpalus KpeaTWHUHA B IUIa3Me KPOBU HE
6onee 200 MuKpoMoib/n it B3pociblXx v 140 MUKPOMONB/N Ui [eTeil) HadyalbHas 103a He
JIOJDKHA TIPEBBILATh 2,5 MI/KI/CYT, pa3lieneHHol Ha 2 mpuema. /{03y HEoOXoquMo MmoaoupaTh
WHJAMBUIYyAIBHO, C yYeTOM ToKa3arenei 3(PQPeKTUBHOCTH (MPOTEHHYpHUsi) W 0e30MacHOCTH
(KOHIIEHTpaIKs KpeaTHHHWHA B IUIa3MEe KPOBH), HO HE CJEAYyeT MPEBBIIMIATh 103y 5 MI/KI/CYT,
pas3JiesieHHOM Ha 2 mpuema, JUTsl B3pOCibIX U 6 MI/KI/CyT, pa3fieieHHOM Ha 2 mpuema, Ui JeTei.

Toooepacanue pemuccuu

Jig nmonaepKuBaroUiel Tepanuu 103y CIEIyeT MOCTENEHHO YMEHBIIMTh A0 MHHHUMaJIbHOU
3 PeKTUBHOM.

[Tockonbky y ManMeHTOB JaHHON KaTeropuu Npu npuMeHeHuu mnpenapara CanaummyH Heopan
BO3MOXXHO Pa3BUTHE WIH MPOTPECCHUPOBAHKME HAPYIICHUS (DYHKIWU TOYEK, MPU MPUMEHEHUU
mpenapara CleQyeT TIIATEIbHO KOHTPOJIMPOBaTh (yHKIMIO Tmouek. [Ipu yBenwmueHUH
KOHIIGHTpAIlMK KpeaTUHHHA B I1a3Me KpoBu Ooiiee ueM Ha 30% MO CpaBHEHHIO ¢ MCXOJAHBIMU
3HauYeHMsIMU 103y npenapata CanaummyH Heopan cnenyer ymenpmmth Ha 25 — 50%.
HeobxonnMo obecrieunTh TIIATENbHBIN KOHTPOIb COCTOSHUS IaHHBIX MAI[EHTOB.

[Ipu oTCyTCTBUM yIydIlIeHHWs] COCTOSHUS MalMeHTa Toche 3-X MECAIEB JICYCHHs Tperapar
CannummyH Heopan ciegyer OTMEHUTb.

Ecnu npu wmonorepanuu npenaparoMm CanpummyH Heopan He ymaercss  A0CTHYb
YAOBIETBOPUTENLHOTO  3(deKTa, O0COOEHHO y  CTEpPOMAOPE3UCTEHTHHIX  IAIUEHTOB,
PEKOMEHIyeTCsI €ro KOMOMHUPOBAaHHE C HU3KMMHU JI03aMH TJIIOKOKOPTHKOCTEPOHUIOB IS
MPUMCHCHUS BHYTPb.

B psane ciyyaeB y malMeHTOB ¢ HEPPOTHUECKUM CHHIPOMOM, NOJYYaloOlUUX Mpenapar
Canmummyn Heopan, ObUIO 3aTpyJHEHO BBISBICHHWE NPUYHMH BO3HUKHOBEHHUS HapyIICHUN
GYHKIUM ToYeK (MOCKOJBKY MPUUYMHON MOXKET SBIATHCS KaK JICUCHHE NpernaparoM, TaKk U
OCHOBHOE 3aboneBaHue). B penkux cioydyasx y MNalMEeHTOB C HEPPOTUYECKUM CHHAPOMOM
Ha0JI0IaTMCh U3MEHEHUSI CTPYKTYPhI MOUEYHON TKaHU, BHI3BAHHbIE IPUMEHEHUEM Tpernapara, u
HE COMPOBOXKIAIOUINECS BBIPAXCHHBIM YBETUYCHHEM KOHIIGHTpAIlMM KpEaTHHHHA B IJa3Me
kpoBu. Takum oOpa3om, y MaIUMEHTOB CO CTEPOMA3aBHCUMON (opMoil Heppomatuu c

MHWHUMAJIbHBIMW HN3MCHCHUAMHU, IOJIYyYAIOIIHUX JICUCHUC MpcrapaTroM MJOJbIIEC roaa, CICAYCT

7u3 32



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.09.2025 N= 22280
(NOCNEOCBATENEHOCTE 0002)

PACCMOTPCTL BOBMOXKXHOCTD ITPOBCACHU A OMOIICHH IIOYEK.,

Oco0ble IPVYIIILI TAIMEHTOB

Tlayuenmul ¢ Hapywenuem ynKyuu novex

Bce nokazanus

[{ukI0CcnOpHH B MUHUMAJIBHON CTETIEHU BBIBOJUTCS MOYKaMHU, M HapylIeHHEe (YHKIHUU TOYEK He
BJIMSET Ha ero papMakOKMHETHKY. OHAKO C y4eTOM BO3MOXKHON HE(PPOTOKCHUHOCTH TIperapara
PEKOMEHIOBAaHO IIPOBEAECHUE TUIATEIBHOTO KOHTPOJIA (DYHKIIMU IOYEK.

HOKCL’)’CIHM}Z, He CBA3dHHblE C mpchnﬂaHmauueL?

[TanenTsl ¢ HapymeHHeM (PyHKIMHM TMOYEK, 32 UCKIIOUYEHHEM He(ppOTHUECKOro CHHIpOMaA, He
JIOJDKHBI TIOTYYaTh IUKJIOCTIOPUH. Y TAlMeHTOB ¢ HEPPOTUIECKHM CHHIPOMOM M HapyIIEHHUEM
GbyHKIMH MOYEK HavaIbHas J03a Mperaparta He JOKHA MPEeBBIIATh 2,5 MI/KI/CyT.

[Ipu yBennueHnn KOHIICHTpAIMH KpeaTHHUHA B I1a3Me KpoBH Oolee ueM Ha 50% 1o cpaBHEHUIO
C UCXO/IHBIM 3HAY€HHEM HEO0OXOUMO YMEHBIIUTH A03Y IIUKIOCIoprHa O6oee yem Ha 50%.
THayuenmoi ¢ HapywieHuem QYHKYUU neveHu

YMeHblIeHHE 103l MOXKET MOTpeOOBaThCs Yy MALMEHTOB C HapylleHHeM (YHKIUU TMEYeHH
TSOKEJION CTeMeHW M TOAJCp)KaHUS KOHIEHTpallMu IIpermapaTa B IJla3Meé KpPOBU B
PEKOMEHAYEMOM JTMaNla30HeE.

Tayuenmoi nosxcunozo eospacma

OneiT npuMeHenus npenapara CanaumMmyHn Heopan y manieHToB 1aHHOM KaTeropuu OrpaHrudeH,
Ipy TNpPUMEHEHUH Tpernapara B pPEKOMEHJOBAHHBIX J103aX HE BBISBICHO HapyLICHMIA,
3aCIy’KHUBAIOIINX 0COO0OT0 BHUMAaHMs. Y MAIlEHTOB C PEBMATOMIHBIM apTPUTOM B BO3pacTe > 65
JIET IPU TEPAIIMU LIUKIOCIOPHUHOM B T€4eHHE 3 — 4 MECSIEB Yallle pa3BUBAIACh CUCTOIMYECKAs
apTepualibHas TMIIEPTEH3Us U YBEIMUYEHNE KOHIIEHTPAIlMM KpeaTHHUHA B IJ1a3Me KpoBH Ha >50%
BBIIII€ UCXOAHOTO 3HAYCHHUS.

HeobxomuMo ¢ OCTOPOKHOCTBIO MOAOWPATh A03y UUKIOCTIOPHHA [JIs MAI[MEHTOB JaHHOM
BO3PACTHOM KaTeropuu, HauMHas C HaUMEHbBIIEH, B CBA3M ¢ OOJNbIIEH YacTOTON HapylIeHHS
(GYHKIIUM [TEYEHH, TIOYEK WU CEPALIA, a TAKXKE Pa3BUTHS NAaTOJIOTMYECKUX COCTOSIHUM BCIIEICTBHE
HaJIU4YUsl  COMYTCTBYIOIIMX  3a00JIeBaHUA U OJHOBPEMEHHOTO0  TPUMEHEHUs  JPYrux
JICKapCTBEHHBIX MPETapaToB.

Koppexyua peswcuma Oozupoeanuss npenapama npu pasumuu HapyuleHuti QyHKYuu novex y
NAYUeHmos ¢ IHOOSEHHbIM YEEUNOM, NCOPUAZOM, AMONUYECKUM 0EPMAMUMOM U PEBMAMOUOHBIM
apmpumom

[Tockonbky npu npumeHeHnu npenapata CangumMmyH Heopasl BO3MOKHO pa3BUTHE HAPYIICHHIA
(GYHKIMU TOYeK, A0 Hayajla NPUMEHEHHUs Ipernapara HEOOXOIUMO OIpPEACIUTh HCXOAHYIO

KOHLOCHTpAUIO KpCaTHMHWHA B INIa3MEC KPOBHM KaK MHUHUMYM IIpU JABYX H3MCPCHHUAX.
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KoHueHnTpanuto kpeaTnHrHa B I1a3Me KPOBU CIEAYET o%léﬁéﬂgr‘glg %E;&QEMIL?IQE%EMH
Y P p

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Ha MOPOTAKCHUU 2-X MCCALICB IIOCJIC Ha4dajla TCpalinu. B I[EUIBHCIZIHCM, €CJIM KOHLUCHTpauusi
KpeaTMHMHA B IUJIa3M€ KPOBHM OCTaeTcs CTaOMIIBbHOM, OImpesesieHne clieqyeT MpPOBOAUTH
exxeMmecsiuHO. bomee wYacThlii KOHTpOJb HEOOXOAMM TIPU YBEIHMYEHHWU [03bl Ipernapara
CangummyHn Heopan u 1npu NpuUMEHEHMM COIYTCTBYIOIIEH TEpalmuu HECTEPOUIHBIMU
MMPOTHUBOBOCIIAIIMTCIbLHBIMY IIpCIIapaTaMy UK IIPU YBCIIMYCHUN UX OO3bI.
[Tpu yBennyeHNH KOHIEHTPALlMU KpeaTHHUHA B I1a3Me KpoBu Oosee ueM Ha 30 % 1o cpaBHEHUIO
C MCXOJHBIMHU 3HAYEHUAMHU B 2-X U Ooyiee 3MEpEeHMIX (ke eclii KOHIICHTpaIusl KpeaTHHUHA
ocTaeTcs B IIpeienax HopMbl) 103y npenapara CanaummyH Heopan ciegyeT yMEHbIINTD Ha
25-50 %. Ilpu yBenu4eHHH KOHIEHTpAIlMU KpeaTuHuHa Oojee yeMm Ha 50 % mo cpaBHEHHIO C
HCXOJHBIM 3HaYEHHEM CJIeYET PAaCCMOTPETh BO3MOXHOCTh JaIbHEHIIIEr0 YMEHBIICHUS JJO3bI.
Ecnu ymeHbIieHre 10361 penapara He MPUBOJUT K YMEHBIIICHUIO KOHIIEHTPAIMA KPeaTHHHUHA B
mjiaasMe KpoBU B TCUCHUC OJHOIO MECAla, JICYCHHUC NPCIapaToOM CaHI[I/IMMYH Heopan JOJI’KHO
OBITH PEKPALIECHO.

eTu
bezomacHocTh u 3 dpexTuBHOCTH Mpenapara CanaummyH Heopan y nereit B Bo3pacte ot 0 o 1
roZia HC YCTAHOBJICHEI. I[aHHLIC OTCYTCTBYIOT.
[Ipu npumenenun npenapata CanagummyH Heopai B pekoMeH10BaHHBIX J]03aX y AETEH B BO3pacTe
Oonee 1 roma mpodwib OE30MACHOCTH TpermapaTa ObLT CXOMHBIM C TAKOBBIM Y B3POCIBIX
NanueHToB. B psAne uccinenoBaHUWN YCTAHOBIIEHO, YTO Y NAIlMEHTOB JAHHON KaTeropuu Hjs
JOCTHKEHHUSI HEOOXOIMMOM KOHIEHTpPAllMd [MKIOCTIOPMHA B IUIa3ME€ KPOBU BO3MOXHO
npuMeHeHre 6oJiee BBICOKHX /103 IpenapaTa (Ipu pacueTe Ha Maccy Tena).
VY nereit B Bo3pacte no 18 ner mpenapar CangummyH Heopan He ciieqyer HmpUMEHATH IO
MOKAa3aHUsIM, HE CBSI3aHHBIM C TPaHCIUIAHTalLlMEH, 3a UCKII0UeHHEM HE(POTHUECKOTO CHHIpPOMA.
CanmummyH Heopan B jaHHOU JleKapcTBEHHOW GopMe He clieAyeT Ha3HayaTh JETSIM B BO3pacTe
ot 0 110 3 ner.

Crrocob nmpuMeHeHUs

[Ipenapat npMHUMAIOT BHYTPb, BHE 3aBUCUMOCTH OT IIpHE€Ma IUIIY, KaICYJbl IPOIJIATHIBAIOT
LEeIUKOM, 3anuBas Bojod. CyTtouHyro no3y npenapara CanapummyH Heopan Bcernma ciemyer

JENUTH Ha 2 IpUEMa: YTPOM U BEUEPOM.

4.3. IlporuBonoka3aHus
e [ 'WMmepuyyBCTBUTEILHOCTh K IUKIOCTIOPHHY HIIU K JIFOOOMY M3 BCIIOMOTATEIbHBIX BEUICCTB,

IIEPEUNCIIEHHBIX B pa3zene 6.1.
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4.4. OcoOble yka3aHusi 1 MepbI MPeI0CTOP DﬁcHOCTﬁrll[';)':v} p{f)ﬂ&&&i’éﬁﬁﬂl bHOCTE 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

KOHTDOHL KOHIICHTpAaIWH NHUKJIOCIIOPHWHA B IIJIa3MC KPOBH

Jis obecriedennst 6€30MaCHOCTH NP MpuMeHeHnH npenapata CanauMmyH Heopain y manueHToB
MOCJIe TPAHCIUTAHTAIIMN BAYKHO KOHTPOJIMPOBATh KOHIICHTPAIIHIO IUKIIOCIIOPHHA B KPOBH.

JIJIsl KOHTPOJISI KOHIICHTPAIMH ITUKJIOCITOPUHA B KPOBH (M3MEPEHHE KOJMYSCTBA HEM3MEHEHHOTO
npernapara) MpearoYTHTEIbHO HUCIIOJIBb30BaHUE CIEIU(PUICCKAX MOHOKIOHAIBHBIX aHTHTEN, a
TaKKe MeTola  BBICOKOA(p(EeKTUBHONW kuakocTHOM  xpomarorpadpuu (BDXKX). Ilpu
UCIIOJIb30BAaHUHU IIJIa3Mbl WJIH CBHIBOPOTKHA KPOBH CIIEAYeT MPUACPKHUBATHCS CTaHIAPTHOU
METOJIMKH pa3zelicHuss (BpeMs W Temrepatypa). HadaibHoe omnpeneieHre KOHIEHTPAIUU
IIUKJIOCTIOPHHA Y TIAIIMEHTOB ¢ TPAHCIUIAHTATOM IMEYEHHU CIICIYET MPOBOIUTH C UCIIOJIb30BaHUEM
crenupUIeCKNX MOHOKJIOHAJIBHBIX AHTUTEN WIM TPOBOAWUTH MapauiebHOE OIMpeAelieHUuEe ¢
UCTIOJIb30BaHUEM KaK CHCIU(PUICCKIX, TaK U HECIIEU(YUICCKUX MOHOKIOHATBHBIX aHTHTEI JJIs
JOCTHKEHHS JT03bI, 00ECIICYMBAIOIICH aICKBATHYI0 HMMYHOCYIIPECCHIO.

Y manmueHToB ¢ MYKOBHCIIMAO30M aOCOPOIMS MHTHOMTOPOB KaIbIMHEBPUHA MOXET OBITH
HapyIleHa.

Hapyiienus d)VHKHI/II/I IIOYCK U IICYCHU

B TeueHue mepBBIX HECKONBKMX Henedb Tepanuu npenapatom CanauMmyH Heopan moxer
NOSBUTHCS YacTO€ M TMOTEHIMAJIbHO OINACHOE OCJIOKHEHHE - YBEJIWYCHHE KOHLIEHTPAIHH
KpeaTHHUHA ¥ MOYEBHHBI B IJIa3Me KPOBU. DTH (PyHKIIMOHAIBHBIE M3MEHEHHUS OOpaTUMBI H
710303aBHCUMBI, HOPMAJIM3YIOTCS ITPH YMEHBILICHNUH 03Bl Ipenapara. [Ipu umTensHOM JedeHnn
y HEKOTOPBIX MAIlMEHTOB BO3MOXKHO Pa3BUTHE B MOYKAX CTPYKTYPHBIX M3MEHEHUH (Hampumep,
apTEpUOJIIPHOTO THAIMHO3a, aTPOPHUH KaHAIBLEB U MHTEPCTUIIMAIBLHOTO (UOpO3a), KOTOpBIE Yy
NAaIMEeHTOB C TPAHCIUIAHTATOM TIOYKH cienyeT aup(GepeHIupoBaTh ¢ H3MEHEHUSMH IIpH
XPOHUYECKOM OTTOpKeHHH. TpeOyeTcs TiiaTebHbIi KOHTPOoIIb GyHKIUH nodek. [Ipu BeIsBIeHnn
HapynieHus: (YHKIMH TI0YEK MOXKET MOTpeOOBaThCsl YMEHBIICHUE A03bI mpenapata. [Ipemapat
CanguvMmyH Heopan MoOXeT Takke BbI3BIBATH [10303aBUCUMOE OOpaTHMOE YBEIHUCHHE
KOHIICHTpPAIMHN OMIIMPYOHHA B TIa3Me KPOBU M aKTUBHOCTH (DEPMEHTOB IEYCHH.

B mocTtperucTpaniioHHOM TEpHOAE TOIYYECHBI COOOMIECHHS O CIy4asX TeMaTOTOKCHYHOCTU C
pa3BUTHEM XOJIecTa3a, JKENTYXH, T'elaTHTa W TEYCHOYHOW HEJTOCTAaTOYHOCTH Y IalMeHTOB,
HOJTy4YalouX HUKIOCTIOpUH. HekoTopble cirydan 3aKOHYIITUCH JIETAIBHBIM UCX0JIOM, B OCHOBHOM
y MalMEeHTOB Mocje TpaHCIUTaHTaluu. Kak mpaBuiio, Takue MalMeHTHl UMENH COMYTCTBYIOIIUE
3a00neBaHMs, MpPEApacIoaralollie COCTOSHUS, Jpyrue (akTopbl PHCKA, BKIIOYas
MH()EKINOHHBIE OCIIOKHEHUS, WIM NOJNyYald IHUKJIOCIOPHH OJHOBPEMEHHO C JAPYTHMMHU
npenaparamu, OOJaJaroIMMK T'eaTOTOKCUYHBIM JieiicTBUeM. B aTux cimy4asx TpeOyercs

TIIATEIbHOE HAOJII0IeHUE 3a TOKa3aTe s IMH (QyHKIIMY TIeYyeHH. B ciiyyae OTKIIOHEHUH yKa3aHHBIX
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nokaszarejaeil OT HOPMBI MOXET NOTpeOOBaThHES VMGHL%&&EE%%%IHEEQEH&}Q T@aﬂ%%‘l\/IVH

Heopan.

Tloxuible malyueHThl

VY manueHToB M0KUII0r0 BO3pacTa ClIeAyeT OCOOEHHO TILATEILHO IPOBOJUTE KOHTPOIb (DyHKINH
HOYeK.

KoHTpoabs apTepuajbHOrO JaBICHUS (AI[)

[Ipu nedenun npenapatom CangummyH Heopan TpeGyeTcst mpoBOAUTH pEryJisipHbI KOHTPOIIb
aprepuanbHOro aasneHus. [Ipu nosbimeHnn AJl nomkHa OBITH IPUMEHEHAa COOTBETCTBYIOIIAS
runoTeH3uBHas Tepanus. Cienyer oTaaBaTh NPEANOUYTEHUE aHTUTUIIEPTEH3UBHBIM IIpenapaTam,
HE BIIUSIOIINMM Ha (PapMAaKOKMHETHKY IIUKJIOCIIOPHHA.

H3MeHeHns OMOXMMHUYECKOTO COCTaBa KpOBH

[TockonbKy UWMEIOTCS PpEIKHE COOOIICHHWS O Pa3BUTHM HE3HAYUTEIBHOW OOpaTHUMOi
TUNICPJIIMIIUACMUN TIPU TPOBCACHUN TCpAIIUHU HUKIIOCIIOPUHOM, PCKOMCHIOBAHO ONPCACICHUC
KOHIIEHTpALlMH JUIKIOB B TUIa3Me KPOBH J0 U uepe3 1 Mecsll mocie Hayaia jedeHus. B ciydae
BBISIBJICHUSI TUNEPIUNNAEMUN CJIEeIyeT PEKOMEHI0BaTh JAMETY C OIpPaHUYCHHEM YXUPOB U MpU
HEOOXOMMOCTH YMEHBIIUTH 103y Mpenapara.

[ukmocmopyH yBeIMYMBAET PUCK BO3HUKHOBEHHUS THIEPKATUEMHUH, OCOOCHHO y MAalMEHTOB C
HapymieHneM ¢yHKuuu mnodek. Criemyer coOmoAaTh OCTOPOXKHOCTh MPHU OJHOBPEMEHHOM
MMPUMCHCHUHN OUKIIOCIIOpUHA C KaHHﬁC6ep€FaIOIHHMH ANYPCTHKAMU, I/IHFI/I6I/ITOpaMI/I
aHTHoTeH3uHIIpeBpaaromniero gepmenta (AIID), anraronucTamu penenTopoB aHruoreHsnHa Il
U KanuiicoAepKalliMy TpernaparaMu, a TakkKe B CIy4asX MPUMEHEHUS JUeThl, 000TamieHHON
KajmeM. B 3TuX cityyasix ciieyeT KOHTPOJIMPOBATh COACPKaHUE KaJIKsl B KPOBHU.

]_[I/IKJ'IOCHOpI/IH YBCIIMYMUBACT BBIBCACHUC MArHvsd, 4YTO MOKCT IMPUBCCTH K CUMITOMATHYECKOU
TUIIOMAarHucMmum, OCO6CHHO B MNCPUTPAHCIUIAHTAIUOHHOM IICPHUOJC. B c¢Bsa3u ¢ 3tTHM B ATOM
nepuoje cieAyeT KOHTPOJIMPOBATh COJAEpXaHHE MarHus B IJJa3Me€ KpPOBH, OCOOEHHO MHpu
MOSIBJICHUY HEBPOJIOTUYECKON CUMIITOMATHKH. B ciiyuae Heo0X0IuMOCTH IPUMEHSIIOT ITpenapaTsl
MarHuys.

CrneryeT ¢ OCTOPOKHOCTBIO MPOBOAUTH JICUCHUE MPENapaToM Y MAlMEHTOB C TUIIEPYPUKEMUEH C
KOHTPOJICM KOHICHTPAIUU MOYEBOU KHCIOTHI B ILIa3Me KpOBH, 0CcO0€EHHO Y HNaoueHTOB C
MPEIIIECTBOBABILICH TUIIEPYPUKEMUECH.

JlonmomHUTEIbHEIC YKA3aHU IIPU ITOKA3aHUIX, HE CB3aHHBIX C TpaHCINIAHTAIIHECH

[TanmenTs! ¢ HapylmeHHMeM (yHKIUM MOYeK (32 UCKIIOYEHUEM MALUEHTOB C HEPPOTUYECKUM
CHHJIPOMOM C KOHIIGHTpalueil KpeaTWHHWHa B IUlazMe KpoBH He Oonee 200 MUKpPOMOIB/I Y
B3pocibix u 140  MHKpoMoNb/T y  JeTed), HEKOHTPOJIHPYEMOH  THUIEepPTOHHUEH,

HEKOHTPOJIUPYEMBIMU UH(DEKIUAMU UITH JIIOOBIM BUJIOM 3JI0KAYECTBEHHOT'O HOBOOOpa30BaHUs HE
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AOJIKHBI TOJIY4aTh HUKJIOCTIOPHH.

I[OHOHHI/ITGJIBHBIG YKa3aHus AJ19 OIpUMCHCHUSA IIPHU DHAOI'CHHOM YBCUTC

[Ipenapar CangummyH Heopan crienyer NpUMEHSATh C OCTOPOXHOCTBIO y NAIMEHTOB C
HEBPOJIOTHYECKUMHU TpOsBIEHUSIMH Oone3Hn bexuera. Crnenyer THIATENbHO KOHTPOJIUPOBAThH
HEBPOJIOTHYECKUH CTaTyC y MAI[MEHTOB JaHHOM KaTeropuu.

OmnbIT npuMeneHus npenapara CannummyH Heopan y neteit ¢ 3HI0reHHBIM YBEUTOM OIpaHHYEH.

JIOTIOJIHUTENILHBIC YKA3aHUS JJISL MPUMEHECHUS IpU He(bDOTI/I‘{CCKOM CHUHAPOMCEC

B psne cioyuaeB y manmueHTOB € HEPPOTUUYECKHMM CHHAPOMOM, IMOJYYAIOMIUX TMpernapar
Canmummyn Heopan, ObUIO 3aTpyJHEHO BBISBICHHE NPUYNH BO3HUKHOBEHHUS HapyIICHUN
GYHKIIUM T04YeK (MTOCKOJBKY IMPUYMHOW MOJXKET SIBIATHCS KaK JICUCHHE TNperaparoM, TaKk WU
OCHOBHOE€ 3abojeBaHme). B peakux ciydasx y MalnUeHTOB ¢ HE(PPOTHYECKUM CHHIPOMOM
HAOI0JATNCh U3MEHEHUS CTPYKTYPBI MOYEYHOM TKaHU, BhI3BaHHBIC MIPUMEHEHUEM Ipernapara u
HE COMPOBOXKIAIONINECS BBIPAXKCHHBIM YBEITUYCHHEM KOHIICHTpAIlMM KpPEaTHHHHA B IIJIa3Me
KpoBH. TakuMm o00pa3oM, y TMAIUEHTOB CO CTEPOHI3aBUCHMON (OpMOH HepponmaThuu ¢
MUHUMAJIbHBIMH U3MEHEHUSMH, IMOJIyYaloMMHU JICUEHHE IMpenapaToM JAOJblIe roja, CIeTyeT
paccMOTPeTh BOZMOKHOCTh MPOBEACHHSI OMOTICHH MTOYEK.

B peakux ciayyasx y MalMeHTOB € HEPPOTUYECKUM CHHIPOMOM, IMOJYYaBIIUX JICUCHHE
UMMYHOJIETIpeCCaHTaMHu (B T. 4. ITUKJIOCIIOPUHOM), OTMEUYAJIOCh Pa3BUTHE 3JIOKAYECTBEHHBIX
HOBOOOpa3zoBaHu# (BKIIOYast TUMGOMY XOJKKHHA).

I[OHOJ'IHI/ITGJ'IBHI)IC YKa3aHuig A1 INpUMCHCHUS ITPHU IICOPpHA3C

VY nanueHTOoB, MOMYYarolMX JICYEHUE LUKIOCIIOPHMHOM, KaK M y MAalMEeHTOB, IOJYyYaroluX
TEpaNHI0 APYTMMH HMMYHOCYIPECCUBHBIMHM IIpeNapaTaMM, OTMEYAIUCh CIIy4aW pa3BUTHS
auM(oM U APYruX 3JI0KAYeCTBEHHBIX HOBOOOpa30BAaHMM, B YAaCTHOCTH, CO CTOPOHBI KOXH.
Crnemyer mpoBOIUTH OMOIICHIO OOpa3oOBaHWiA KOXH IPH TMOJO3PEHUH Ha O3JI0KAYECTBIICHUE.
[IpuMeHATH mpenapaT y NAalMEeHTOB JAHHOM KAaTETOPHUU CIELYET TOJBKO IOCJIE IMPOBEICHUS
aZCKBaTHOM TEpanuu, M TOJBKO B TOM CIydyae OTCYTCTBHS BO3MOXKHOCTH IIPOBEIEHUS
aJIbTCPHATUBHOM YCIICIIHOM TEPAIIUH.

YuuTeiBasg TOTEHUMATBHBIM PHUCK pPAa3BUTHS 3JI0KAYECTBEHHBIX HOBOOOpPA30BaHMN KOXKH,
NalUeHTaM, [OJIyYalolUM JIEYEHUE [HMKJIOCHOPUHOM, CJeayeT u30eraTb Ype3MepHOro
npeObIBaHMS MO/ MPSMBIMUA COJTHEYHBIMU JIydaMH, BO3ACHCTBUA yibTpaduoseroBoro YD-B
u3nydenus, [IYBA-tepanuu (poTtoxumuoTepanun).

JIOTIOJIHUTENILHBIC YKA3aHUS JJIsl MPUMEHEHUS IPU ATONUYECKOM JIEPMATUTE

I[O6pOKa‘IGCTBeHHa${ HHM(baHeHOHaTHH 3a49aCTy0 acconuupoBaHa C HNCPUOAaAMHU O6OCTpeHI/I${
ATOMMYCCKOro AcCpMaruTa M, KaK IMPaBUJI0, paspeiracTcd CaMOCTOATCIbHO CIIOHTAHHO HJIKM IPHU

YMCHBIICHNUHU aKTUBHOCTH 3a00/1eBaHusl.
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Crnenyer TmiaTensHO HAOMIOJATh MAIMEHTOB | C JII/IM&Q.,IH'ICH‘OM Tl%ﬂb\ﬂl‘fi)%& :]JilelﬂréHHe

COOTBETCTBYET 2KCNEPTHOMY OTYETY

UKJIOCTIOPUHOM. [IpM OTCYTCTBHHM yMEHBIIEHUS NPU3HAKOB JTHM(aaeHONATHH, HECMOTpPS Ha
CHIDKCHHE AaKTUBHOCTU 3a00JieBaHUS, CJeAyeT [MPOU3BECTH OWMOINCHUI0  MOPaKEHHBIX
auMGpaTHUYECKHX Y3JI0B C ENbI0 UCKITIOYEHHS Pa3BUTUS TUM(POMBI.

CrnenyeT mpoBecTH JieueHHE aKTUBHON WMH(EKIINH, BHI3BAHHON BHUPYCOM MPOCTOTO repreca, 10
Havaja MpUMeHeHHs nukiocrnopuHa. O6ocTpeHue 3Toro 3a00JIeBaHUS, OJHAKO, HE SBIISACTCS
MPUYMHON JJII OTMEHBI JICUCHMS] LUKJIOCIIOPHUHOM, €CJIM OHO YK€ HayaTo, 32 MCKIIOUYECHHUEM
CIIy4aeB TSDKEJIOro TeUeHUs NH(EKIIUH.

Hanuuue y manmueHTa MHGEKUHMH KOXKHBIX MOKPOBOB, BBI3BaHHOU Staphylococcus aureus, He
ABIISIETCS. AOCOTIOTHBIM MPOTUBOIIOKA3aHUEM I Tepanuu npenaparom CannummyH Heopai, HO
TpeOyeT aIeKBaTHOTO JICYEHUS C IPUMEHEHUEM COOTBETCTBYIOIIEH aHTHOAKTEpHATIEHON TEPAITUH.
Crnenyer u3zberatb OJHOBPEMEHHOTO MPUMEHEHHS JIEKAPCTBEHHBIX (OPM SPUTPOMHUIIMHA MJIS
preMa BHYTPb U IUKIIOCIIOPHHA, B CBS3H C YBEJIMUCHUEM KOHIICHTPAIMH B KPOBH ociieaHero. B
Clly4ae HEBO3MOXXHOCTH TMPUMEHEHUS allbTePHATUBHON Tepamuu OJHOBPEMEHHOE JICUCHUE
JaHHBIMU TIIpernapaTtaMu CJICAYCT MNPOBOAUTH C THIATCIBHBIM KOHTPOJICM KOHICHTpAaIHun
IIUKJIOCTIOPHHA B IIa3Me KPOBH, KOHTPOJIEM (DYHKIIUHU ITOYEK U HACTOPOKEHHOCTHIO B OTHOIICHUH
pazsutuu HP nukmocnopuna.

3amena mpenapata  CamgumMmyd  Heopan  apyruMH  IEPOPAILHBIMHU  JE€KAPCTBEHHBIMU

npénaparaMy NHUKJIOCIIOPHMHA

Ilepexon ¢ mpemnapara CanaummyH Heopan (B ¢opMe MATKMX >KEIaTHHOBBIX Karcysl WIH
pacTBopa s TpuUeMa BHYTpPb) Ha Jpyrod IepopajbHBbIA JIEKAPCTBEHHBIM mpenapar
LIUKJIOCTIOPUHA CJEIyeT IMPOBOAUTh C OCTOPOKHOCTBIO TOJ COOTBETCTBYIOIIUM Bpau€OHBIM
KOoHTpojeM. HeoOxoaumo mpoBoiuTh OOIIETIPUHATHIA KOHTPOJIb KOHLIEHTPALMH [IUKJIOCTIOpYHA B
IUIa3Me KPOBH JUI TOTO, YTOOBI YOeIUTCs, YTO MOCJE NMepexoja KOHIEHTPAIMH IUKIOCIOPHHA B
I1a3Me KpOBU COOTBETCTBYET TaKOBOM 110 mepexopa. JIBe siekapcTBeHHbIE (hOpMBI Mpernapara
Canpummyn Heopan, MAIKue O>KEJNAaTHHOBBIE KallCyJbl W pacTBOp I IIpUEMa BHYTPb,
OMOAPKBUBAJICHTHBI.

IIpumenenne npenapara CanpuMmyH Heopan ¢ IpyruMu HMMYHOASIPECCAHTAMHU

Cnenyer uMMeTp B BHIy, 4YTO IpH INPUMEHEHHH ILMKJIOCIOPWMHA, PABHO KaK U JPYrHX
UMMYHO/JICTIPECCAHTOB, YBEIMUMBACTCS PUCK DPA3BUTUS JTUMPOM H APYTUX 3T0KAYECTBEHHBIX
HOBOOOPA30BaHMI, Yallle CO CTOPOHBI KOXKU. YBEIMYEHHE PUCKA PAa3BUTUS ITOrO OCIIOKHEHHS
CBSI3aHO B OOJbIIEH CTENEHH C JUINTEIBHOCTBIO U CTENEHbIO HMMYHOCYNPECCHH, YEM C
IPUMEHEHHEM KaKoro-imbo KOHKpeTHOro mpemapara. TakuMm oOpas3oM, ciiefyeT coOaroiarh
OCTOPOKHOCTh TPU MPUMEHEHUH KOMOWHUPOBAHHBIX PEKUMOB UMMYHOCYIIPECCUBHON TEpanuH,

TIOMHS O BEPOSITHOCTH Pa3BUTHI TUMQOIpondepaTuBHBIX 3a00JI€BaHUI U COTUIHBIX OPTaHHBIX

13 u3 32



ot 05.09.2025 N= 22280
(NOCNEOCBATENEHOCTE 0002)

OHYXOJIGP'I, HCYACTO MPUBOJAAIIHNX K JICTAJIbHBIM UCXOIAM.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

HNudekmmm

[IppuMeHeHNEe LMKIOCIOpPUHA, KAaK M JPYTMX HMMMYHOJEIIPECCAHTOB, IIPEIpacIoyiaraeT K
BO3HUKHOBEHUIO DA3JIMYHBIX OaKTepUalIbHBIX, TPUOKOBBIX, MApa3sUTAPHBIX U BUPYCHBIX
UH(EKIHH, 9aCTO aCCOLMUPOBAHHBIX C YCIOBHO-NIATOTCHHBIMHU BO30YIUTENSIMHU. Y NAIMEHTOB,
NOJTYYaBILIUX JICYCHNUE IUKIOCIIOPUHOM, OTMEYaJIach PEaKTUBALMS OJTHMOMAaBUPYCHON HHPEKITH
U3 JIATEHTHOTO COCTOSTHHSI, IPUBOAAIIAS K PA3BUTHIO ITOJIMOMABUPYCHOU HEPPOTIaTHH, OCOOCHHO
accoruupoBanHoir ¢ BK  Bupycom, wunmm MynbTHGOKATBEHON  JIeHKOIHIE(DATONATHH,
oOycnoBnenHoit JC BupycoM. DTu cocTosiHMsSL OOYCJOBJIEHBI BBICOKOHM oOIIel Harpys3koi
MMMYHOJIETIPECCUBHBIMM IIpenaparaMy. Pa3BUTHE TakMX COCTOSHUM ClEIyeT NpUHUMAaTh BO
BHUMaHHE Tpu auddepeHnnanbHOi JUArHOCTUKE TNPHYMH HApPYHICHWH (YHKIUW TOYEeK H
HEPBHOM CHCTEMBI Yy TALMEHTOB, MOIYYarOlIMX MMMYHOCYIIPECCUBHYIO TEPANHIO. YYHUTHIBAs
HNOTEHIMAJIbHYIO ONACHOCTh 3TUX HHOEKIUH JUId XKHU3HM MAIlHUeHTa, CJelyeT HpPUMEHSTh
3QPEKTUBHYIO CHCTEMY NPOPHUIAKTHUECKUX U JICUCOHBIX MEpOINPHUITHUN, OCOOCHHO B CIIydasx
JUIUTEIBHOTO MIPUMEHEHHUSI KOMOMHUPOBAHHOTO UMMYHOCYIIPECCUBHOTIO JICUEHUS.

.HI/IMd)OHDOJ'II/Id)eDaTI/IBHLIG 3a00JICBaHUs U COJIMAHBIC 3IOKAYCCTBCHHBIC HOBOO6D330B3HI/I$I

[Ipn puMTEnbHOM MMMYHOCYHNPECCHBHOM JICUEHHMHU (BKIJIIOYash TEpalHuio LUKIOCIOPUHOM),
YBEJIMYMBAETCSI PHUCK pa3BUTUS  JUMQOINponudepaTuBHbIX 3a00JIEBaHUM U COJMIHBIX
3JI0KauYeCTBEHHBIX HOBOOOpa3oBaHuil. Ilpu npumeHeHuu mnpemnapara cieayeT OOecCHeyuTh
COOTBETCTBYIOIEE HAOMIOJICHHE 3a MALMEHTaMU C IIeNbI0 BBISBICHHUS JAaHHBIX COCTOSHHUM Ha
panHux cramusax. [lpm BeisBIeHMHM JUMQONpPONU(EepaTUBHBIX 3a00JEBaHUN, COJHMIHBIX
37I0KaYECTBEHHBIX HOBOOOPA30BaHMM WIIM IPEAONYXOJEBBIX COCTOSHUI JIedeHHE IpernapaTrom
HE00XOJIMMO OTMEHHTb.

BosnelictBre OpsaMbIX COJHEUHBIX gyyeil, Y®-B uznyuenus u GoTOXUMHUOTEDALIUN

YuuTeiBasgs TOTEHUMATBHBIM PHUCK pPAa3BUTHS 3JI0KAYECTBEHHBIX HOBOOOpPA30BaHMN KOXKH,
NalUeHTaM, [OJIyYalolUM JIEYEHUE [MKJIOCHOPUHOM, CJenyeT u30eraTb Ype3MepHOro
npeObIBaHMS MO/ MPSMBIMUA COJTHEYHBIMU JTydaMH, BO3ACHCTBUA yibTpaduoseroBoro YD-B
u3nydenus, [IYBA-tepanuu (poTtoxumuoTepanun).

Bakimnanuys

Bo Bpems neueHMs] HUKIOCIIOPUHOM BaKLMHALMA MOXET ObITb MeHee 3(h(EeKTUBHOM; clieayeT
u30eraTh MPUMEHEHHS )KUBBIX OCIA0JICHHBIX BAaKIIMH.

BcrnoMorarenbHbBIE BEIIECTBA

Omanon
Cananmmyn Heopai cogepxur 11,8 % 006. atranona, To ecth 10 500 Mr Ha 103y mpenapara npu

TPaHCIJIAHTOJIOTUYECKHX MTOKa3aHUSIX, YTO COOTBETCTBYET 12,6 MJ1 rBa uiu 5,3 MJ1 BUHA Ha J103Y.
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Bpenen a1 nui ¢ ankoronusMoM. Heo6xomuma VqI/ITLIB'-ﬂ"s' B%MIMA%MELEEI\P IOV ABIO

JKCHINWHAM, ACTAM U TaAKUM I'pyIIliaM BbICOKOI'O PUCKaA, KaK MAalUCHTHI C 3a6OJIeBaHI/I}IMI/I II€4YCHU
Y DIIUAJICTICUE.

Macno  kacmopogoe  ROAUIMOKCUTUPOBAHHOE — 2udpo2eHusuposantoe  (noauokcun 40
2UOPO2EHUBUPOBAHHOE KACTOPOBOE MACIO)

MoskeT BBI3BIBaTh PACCTPOMCTBO JKEITyAKa U THAPer0 (IIOHOC).

4.5 Bs3aumopgeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBLIMHM IpenaparamMy M Jpyrue BHAbI
B3aNMOJEHCTBUSA

KomMOunammu ¢ ITHMKJIOCIIOPUHOM, HC PCKOMCHAYCMBIC K ITPUMCHCHUIO

Bo Bpems neueHMs IUKIOCIIOPHMHOM BaKLMHAIMA MOXET ObITh MeHee H(PPEeKTHBHOI.
Heo6xoanmo n3berats MpUMEHEHUS JKUBBIX aTTEHYHPOBAHHBIX BaKIIMH.

KOM6I/IHaHI/II/I C NMKJIOCIIOPUHOM, TDG6VIOIIII/IG OCTOPOXKHOCTH

Cnenyer coOmogaTb  OCTOPOKHOCTb  IIPU  IPUMEHEHUM  LMKIOCIODUHA BMECTE C
KanuiicOeperarouMHy rpenaparaMmu (KajiuicoeperarolmiuMu AnypeTukamMmu, uHruouropamu AI1D,
AHTaroHUCTAMHM PELENTOPOB aHrMoTeH3MHa 1) win npenaparaMu, cogepKaliuMy Kaauil, Tak Ipu
UX OJHOBPEMEHHOM IPUMEHEHUU C LHUKIOCIOPUHOM BO3MOKHO pa3BUTHE BbIPAKECHHOU
TUIEPKAINEMUH.

[Ipn 0AHOBpEMEHHOM NMPHUMEHEHUH LUKIOCIOPUHA U JIEPKAHUIUIIMHA OTMEYAETCsl YBEIUYCHUE
IUIOINAAM 1O/ (papMaKOIOrMUECKOW KpUBOH «KOHLEHTpaus - BpeMs» (AUC) nepkaHuIUNMHA B
3 pasa u yBenuuenune AUC nukiocnopuna Ha 21%. Cnenyer cobmoaTh OCTOPOXKHOCTh IPU
OJIHOBPEMEHHOM ITPUMEHEHHUH LUKJIOCIIOPUHA U JIPKAHWUIUIIHHA.

Crnenyer coOmofaTb OCTOPOXKHOCTb INpH IpuMeHeHuu npenapara CanpummyH Heopan c
METOTPEKCATOM Yy IMAlMEHTOB C PEBMATOMIHBIM apTPUTOM B CBSI3U C PUCKOM YBEIMYEHUS
CYMMapHO# He(POTOKCUYHOCTH.

IIpenapatsl, yMEHBIIAONINE WIM YBSIUUMBAIOIINE KOHIICHTPAIIMIO IIMKJIOCIIOPHHA

Paznuunble npenapaTbl MOTYT YBEJIMYMBATH WM YMEHBIIATh KOHLEHTPALUIO LUKIOCHOPHHA B
I1a3Me KpOBH WM IIEJIbHOM KPOBH OOBIYHO 3a CUET MHIMOMPOBAHUS WM UHIAYKIUH (EPMEHTOB
[IEYEHH, NMPUHUMAIOIIUX y4yacTHe B METa0OJIM3ME LMKIOCIOPUHA, B YACTHOCTU H30(epMEeHTa
CYP3A4. LluknocnopuH siBasieTcs cyocTpaToM uid P-rmukonporenHa, mo3ToMy HUHTrHOUTOPBI UITH
UHIYKTOPBI P-rinKkonpoTenHa MOTYT BIUATh HAa KOHLEHTPAIMIO HUKIOCIOPHHA.

[Ipu npyMeHeHNH LUKIOCTIOpUHA C MpenapaTaMy, YMEHbIIAIOUMMU UIH YBEIUYUBAIOIIUMH €T0
OMOMOCTYIIHOCTh y NAYUEHMO8 Nocie MPAHCHIaGHmayuu, HEOOXOAMMO MPOBOIUTH YacToe
ONpe/ieIeHne KOHLEHTpAallMd LUKJIOCIOPUHA B IUIa3M€ KPOBU M, IpPU HEOOXOJUMOCTH,
KOPPEKTHPOBATH 703y LIUKJIOCIOPUHA, 0OCOOEHHO Ha HaYyaJIbHOM 3Tare OAHOBPEMEHHON Tepanuu

WM B IEPUOJ €€ OTMEHBI.
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y nayuermoe, noayiarnwyux yuKiocnopun no n )Kab’aHu}Ilm,l:}’-l%lg}%gF%ﬁ;;l;VEgl W%If?ﬂg%’l‘%eﬁ,

COOTBETCTBYET 2KCNEPTHOMY OTYETY

KOHTPOJIb KOHIEHTPAIIUU IIHUKJIOCTIOpPUHA B IJIa3Me KPOBH HE MMEET CYIIECTBEHHOTO 3HAYCHHS,
MIOCKOJIBKY JUIsl AIIMEHTOB JAHHOM KaTeropuy B3aMMOCBSI3b KOHLIEHTPAIMK IIpenapaTta B KpOBU U
KJIMHUYECKHX A(PQPEKTOB YeTKO He Joka3aHa. [Ipu mpuMeHeHMM LUKIOCHOpPHHA BMECTE C
npenapaTtamMi, yBETHMYMBAIOIIMMU €ro KOHIEHTPAIMI0O B IUIa3M€ KPOBH, YaCTBIH KOHTPOJIb
(GyHKIMY MoYeKk 1 HaOJIroIeHue 32 TOOOYHBIME (P PEeKTaMU UKIOCTIOPUHA UMEIOT O0JIee BaKHOE
3Ha4Y€HUe, YeM ONpeieTIeHNe KOHLIEHTPAMK IUKIOCIOPHHA B IIa3Me KPOBH.

IIpenapamul, ymeHnvuwiaowue KOHYEHMpayuro YukioCNOpUHa 6 niazme Kposu: OapOUTypaThl,
KapOamaszenuH, OKckapOazenuH, (EHUTOMH, HAPIUINH, CyIbGaAUMHUINH TPH  €ro
BHYTPHBEHHOM (B/B) BBEIEHUH, OPJIUCTAT, TPUMETOIPHUM IIPH €r0 B/B BBEACHUH, PHU(PAMITUIHH,
OKTPEOTHJI, POOYKOJ, Mpenapatsl, coaepxkamme 3Bepoboit [lpomeipsiiennsrii (Hypericum
perforatum), TukyonUaUH, CyabGUHTNPA30H, TepOMHADUH, OO3EHTaH.

IIpenapamul, ygenuuusarowjue KOHYEHMpayuro YUKIOCHOPUHA 6 Nia3Me KpoGu.: XJIOPOXUH, Pl
QHTUOMOTUKOB-MAKPOJIUJIOB (HampuMep, SPUTPOMULIMH, A3UTPOMHUIMH U KIAPUTPOMMLUH),
IPOTUBOTPHOKOBBIE Tpenaparhl (BKIOYass KETOKOHA30J, U B MEHbLICH cTemeHu (IyKoHa30d7,
UTPAKOHA30JI, BOPWUKOHA30J), [AWITEAa3eM, HHUKAPAWIUH, BEparmaMui, METOKIONpPaMuI,
HepopajibHble KOHTPALENTUBBI, JaHa30], METWIIPEAHU30I0H (BBICOKHE H03bI), aJJIONypPUHOI,
aMHOJApOH; XoJeBas KUCIOTa M ee NPOM3BOJHBbIC, MHTMOUTOpHI mporeazsl BUY, mmarunuo,
KOJIXUIUH, He(Da3010H.

IIunieBoe B3anMoOIeiCTBUE

Hmerotcst cooOmmieHuss O TOM, 4TO TpedndpyT ©u rpedndpyToBbIi COK YBEITMYMBACT
OMOIOCTYITHOCTD IIUKJIOCHIOPHHA.

[IpemapaTsl, KOTOPhIE MOTYT YCHJIMBATh Hed)DOTOKCI/I‘IeCKOG JICCTBHE IIUKIOCIIOPHHA

[Ipy 0THOBPEMEHHOM MPUMEHEHHH ITUKJIOCTIOPHHA C MperaparaMy, KOTOPbIE MOTYT YCHIIUBATh
ero HepoTOKCHUECKOE NeHCTBUE, HEOOXOMMO TPOBEICHUE TIIATEIBHOTO KOHTPOJIS (DYyHKIHH
nouek (B YaCTHOCTH, OTpeielieHne KOHIICHTPAIMH KpeaTHHUHA B TJIa3ME KPOBH).

[Ipu BBIpaK€HHOM HapyIIeHUH (YHKIUH TOYEK CIEAYyeT YMEHBIIUTh J03Y Ipernapara WIH
CMEHHTH CXEMY TEepaIIHH.

Crnemyer coOm0aaTh OCTOPOKHOCTD TIPU OJHOBPEMEHHOM NMPHMEHEHHH Tpenapata CaHAuMMYH
Heopan ¢ mpenapatamu, o0siagaromuMu HeHPOTOKCHYECKUM JICHCTBUEM: aMHHOTIMKO3HIAMH
(BKJTIOYAsi TeHTAaMUIINH, TOOpaMUINH), ampoTepuiuHoM B, numnpodrokcaimHoM, MaHHUTOJIOM,
MendalaHoM, KO-TPHUMOKCA30JIoM (TPUMETONPUM + Cylib(hamMeTokcazon), BaHKOMHUIIMHOM,
HECTEPOUJHBIMH  TPOTHBOBOCHIANIMTENBHBIMUA  TIpenapaTamMu  (BKJIIOYas — JUKJIO(EHAK,
WHJOMETAIH, HAIPOKCEH, CYIWHIAK), O1okaropamMu Hz-rHCTaMHUHOBBIX pelenTopoB (BKIItOYast

LIUMETH/INH, PAHUTHAMH), METOTPEKCATOM, TaKpOJUMYCOM, T.K. 3TO MOXET MPUBOIUTH K
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MOBBIIIEHUIO PUCKA Pa3BUTHUSI HEQPOTOKCUYHOCTH.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OnHOBpeMEHHOE MPUMEHEHUE TUKIO(PEHaKa U [UKIOCIIOPUHA MOXKET 3HAYUTEIHHO YBEIUYNBATD
OHMOIOCTYITHOCTH TIEPBOTO, C BO3MOXHBIM Pa3BUTHEM OOpPATHMOTO HapyIIeHUs (DyHKIHH TTOYEK.
VYBenuueHue OMONOCTYIMHOCTHU AUKIO(GEHAKa, BEPOSITHEE BCETO, CBA3AHO C 3aMEUIEHHEM €ro
MeTabonn3Ma IpU «IePBOM MPOXOKACHUM» Yepe3 neyeHb. [Ipu 0THOBpEeMEHHOM MPUMEHEHUU
HECTEPOUIHBIX MPOTHBOBOCHAIMTENBHBIX NPENapaToB € MeEHee BBIPAXEHHbIM 3(hdexkTom
“mepBOTO MPOXOXKJEHUsA (HAmpUMEp, aleTUJICATUIIMIOBON KHUCIOTHI) C IHMKJIOCIIOPHUHOM,
yBEIMYEHUSI UX OWOJOCTYNMHOCTH HE oxuaaercs. HecTepouaHble HpOTHBOBOCHATUTEIbHBIC
npenapaTsl ¢ BhIpaKEHHBIM 3(dexToM “TepBOro MpoXOoXkAeHUs dYepe3 MeueHb (Hampumep,
TUKIO(pEHAK) clelyeT MPUMEHSATh B MEHBLIMX 033X, YeM Y MaIeHTOB, HE MOIYyYaroIluX
LUKJIOCTIOPHH.

NmeroTcst oTnenbHbIe COOOUICHUST O Pa3BUTHU CYIIECTBEHHOTO, HO OOpaTMMOTro HapyIICHHS
GyHKIMM TOYeK (C COOTBETCTBYIOIIMM YBEIMUYEHUEM KOHIICHTpAllMM KpeaTHMHHWHA B IJIa3Me
KPOBH) y MAIIIEHTOB MOCIE TPAHCIUIAHTALIMH, TIPU OHOBPEMEHHOM MPUMEHEHUH [TUKIOCTIOPUHA
C IPOM3BOIHBIMU (UOPOEBOM KHCIOTHI (Hanmpumep, 6e3aduodpar, penopudpar), moATOMy y 3TOH
KaTerOpuu TAlMEHTOB HEOOXOIUMO KOHTPOJIUPOBaTh (DYHKIMIO TOYeKk. B ciaydae pa3BuUTHA
BBIPQKEHHBIX HApyHIEHUH (QYHKIMH TOYEK OJAHOBPEMEHHOE INPUMEHEHHE BBIIICYKa3aHHBIX
JICKapPCTBEHHBIX CPEJICTB CIEIyeT MPEKPATUTb.

BzaumoaelicTBys, NpUBOASIIME K TUIECPIIA3UU ASCECH

OpnHoBpeMeHHOE MpUMEHEHHE HU(ETUNUHA U LUKIOCTIOPHHA MOXET MPUBOJIUTH K Pa3BUTHUIO
Oojiee BBIPOKEHHOW THIICPIUIA3WH JCCEH, YeM Ha (oHe MOHOTEpamnuul IUKIOCIIOPHHOM. Y
MAIMEHTOB C TUIIEPIIA3UEH JIECeH, MOMYYaroIINX TEPAMHUIO IUKIOCTIOPUHOM, CIIETyeT U30eraTh
OJIHOBPEMEHHOTO MpUMEHEHUsI HU(EAUTTHUHA.

KomMOunanuu YBCIMYMBAIOIWMEC KOHIICHTPAIIWIO APYIUX IPCIapaToB

[TockonbKy mMKIOCTIOpUH sBIsieTcss uHruouropom uzodepmenra CYP3A4 u memOpaHHOTO
NepeHocyYrKa P-rmukonporenHa, BO3MOXKHO — YBEIMYEHHE IUIA3MEHHONW  KOHILIEHTPAIUH
npenapaToB, aBistonmxcs cyocrparamu nzopepmenta CYP3 A4 w/unu P-rimmkonpoTenHa, Ipy ux
OJTHOBPEMEHHOM IPUMEHEHHH C IIUKJIOCIIOPHHOM.

LIMKII0CIOPHH MOKET 3aMeUIATh KIIMPEHC AUTOKCHHA, KOJIXHUIIMHA, TPEJHU30JI0HA, THTHOUTOPOB
I'MI'-KoA-penykTasbl (CTaTHHBI), TONO3U1a, ATUCKUPEHa, O03eHTaHa WK TaburaTpaHa.
Co00111a710Ch 0 HECKOJIBKUX CIIydasiX pa3BUTHS TSXKEJION MNIMKO3UAHON MHTOKCUKAIIUY B TEUCHHUE
HECKOJIbKMX JHEW Iociie Hadana JICUYeHHs IMKIOCIIOPUHOM Yy TAalMEHTOB, NMPUHUMAIOIINX
IUTOKCHH. Taxke HMEIOTCs COOOIIEHHS O TOM, YTO IUKJIOCTIOPHUH MOXKET YCHIINBATh TOKCHYECKUE
3 PEKTHI KONXUIMHA, HATPUMED, PA3BUTHE MHUOIIATHH WJIM HEHPOIIaTHH, OCOOCHHO y MAI[HEHTOB

¢ HapyuieHueM GYHKUMM To4ek. [Ipy OJHOBpEMEHHOM NPUMEHEHUH IHMKIOCIIOpUHA C
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JUTOKCUHOM WA KOJXHIUHOM HEOOXOIUMO TmaTeﬁ%g'@%ﬁ%g@gbﬁ%%ﬁ%]IIHSI

COOTBETCTBYET 2KCNEPTHOMY OTYETY

CBOEBPEMEHHOTO BBISIBJICHUSI TOKCHYECKHUX APPEKTOB ATHX MPEnapaToB U IJIs PEHICHUS BOIIPOCa
00 YMEHBIIIEHUH JJO03bI UJIM OTMEHE JICUEHHUS.

[Ipy npuMeHEeHMM LMKJIOCIOpPUHA B KIMHUYECKOM INpaKTHUKE, a TaKXkKe M3 JIUTEpaTypHbIX
HCTOYHUKOB COOOIIANIOCH O CIy4asX Pa3BUTHS MBIIIEYHOW TOKCHUYHOCTH, BKJIIOYAsl MbIILICYHbIE
6011, c1abocTh, MUO3UT U pabJoMUOIN3 HAa (POHE OJTHOBPEMEHHOT'O MMPUMEHEHHSI IMKIOCIIOPHHA
C JIOBAaCTaTUHOM, CHMBAaCTaTHHOM, aTOPBACTATHHOM, NPABACTATHHOM H, B PEIKUX CIydYasX, C
¢uryBactatuHOM. [Ipyn HEOOXOIUMOCTH MPUMEHEHUS BBILIEYKAa3aHHBIX JIEKAPCTBEHHBIX CPEACTB
OJTHOBPEMEHHO C LIUKJIOCHOPMHOM HEOOXOIUMO YMEHBIIEHHWE MX J03bl. Tepanuio CTaTHHAMH
CJIeZlyeT BPEMEHHO MPEKPATHTh HJIM OTMEHUTH Y MAIIUEHTOB C CUMIITOMAaMHU MUOTIATHH, a TAKXKE y
NAIMEeHTOB C (aKTOpaMU PHCKA Pa3BUTUS HApyIICHUS (YHKIMH TOYEK TSKEIOW CTEIeHH,
BKJII0Yasl IOYEUHYIO HEJOCTATOYHOCTh, BTOPUYHYIO 10 OTHOLIEHHIO K Pa0OMHUOIIH3Y.

[Tpn HEoOXOAMMOCTH OJHOBPEMEHHOIO NPUMEHEHHs LUKIOCIOPHUHA M JUTOKCUHA, KOJIXHUIMHA
win uaruouropoB I'MI'-KoA-penykTassl cieayeTr TIIATENbHO HaOMIOAaTh MALMEHTOB C LENIbIO
paHHEW JMarHOCTUKM TOKCHYECKUX d3(P(PEKTOB yKa3aHHBIX MPENapaToB C MOCIEIYIOIUM
YMEHBIICHUEM HX JT03bI WM TIOJTHOM OTMEHOU TeparuH.

VYBenuyeHne KOHIEHTpAIMM KpEeaTHHHHA HAONIONANOCh B HCCICIOBAHUSAX OJHOBPEMEHHOTO
INPUMEHEHUs] HBEPOJIMMYCa WINM CHPOJUMYCa C BBICOKMMHU J03aMHU IMKJIOCIIOpHHA B (opme
MHUKPOAMYJIbCUU. OTOT APGPEKT YacTo sBIAETCS OOpPAaTUMBIM IMPU YMEHBIICHUU J103bI
[IUKJIOCTIOPUHA. DBEPOJIUMYC M CHPOJIMMYC OKAa3bIBAIOT HE3HAYHTEIbHOE BO3JCHCTBUE Ha
(dapMakOKMHETHYECKHE  TMapaMeTpbl  IuKiocnopuHa.  OJHOBpeMEHHOE  NpPUMEHEHHE
LIUKJIOCTIOPUHA C 3BEPOJIMMYCOM MJIM CHPOJIMMYCOM MPHUBOJUT K CYLIECTBEHHOMY YBEIMUYECHHIO
KOHIIEHTPALUH MTOCIEAHUX B IJIa3Me KPOBH.

Crnenyer cobmoAaTh OCTOPOKHOCTh MPHU MPUMEHEHUH LMKIOCIIOPUHA C KaluiicOeperaronumu
npernapatamu  (KaquicOeperalomuMy  AuypeTnkamu, uHruouropamu All®D, aHTaronmcramu
peuentopoB aHruoteHsuHa II) wnm mpemaparamMu Kauus, Tak Kak IOPU OJHOBPEMEHHOM
OPUMEHEHUH LMKIOCIOpUHA C  BBIIIEYKa3aHHBIMM IpenapaTaMM BO3MOXHO pa3BUTHE
BBIP)KEHHON TUTNICPKATMEMHUHU.

[Ipy ogHOBpEeMEHHOM NPUMEHEHUWH LUKIOCIOPHMHA M pENariMHUIa BO3MOXKHO YyBEITHYEHHUE
KOHIICEHTPAIIMH B IUIa3Me KPOBH MOCJIETHETO U YBEITMUEHUE PHCKA PA3BUTHS THITOTIIMKEMHH.

VY manueHToB, MOyYalouIiX HUKIOCIOPHH C 003€HTAaHOM, BO3MOYKHO YBEITMUEHHE KOHIICHTPAIIH
HOCJIETHETO B IJIa3Me KPOBH.

[Tpu ogHOBpEMEHHOM NTPUMEHEHUH LIMKIJIOCIIOpUHA U AJIMCKUPEHA OTMEYalloch yBenuueHne Cmax
u AUC amuckupeHa B 2,5 u 5 pa3 coorBercTBeHHO. M3MeHenus Cmax IUKIOCIOpPUHA He

OTMEUaIoCh. B CBsA3M ¢ 3TUM PCKOMCHAYCTCA CO6JHO,Z[3.TI: OCTOPO’KHOCTH IIPpHU OAHOBPEMCHHOM

18 u3 32



ot 05.09.2025 N= 22280
(NOCNEOCBATENEHOCTE 0002)

MMPUMCHCHHUU IMUKIIOCIIOPHHA U aJIUCKUPCHA.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

[Ipu ogHOBpEMEHHOM ITPUMEHEHHUH JaburaTpaHa u IUKIOCIIOPUHA YBETUUNBACTCS KOHLIEHTPAIHS
NEPBOIO B IJIa3ME KPOBU B Pe3yJIbTaTe CIIOCOOHOCTU LUKIOCTIOPUHA OKa3bIBaTh HHIHOUpYIOILEe
BiIMsAHUE Ha P-rimkonporenH. Ilockonbky naburaTpaH oOsafaer y3KUM TepaneBTHUYECKHM
MHJECKCOM, YBEJIMUEHHUE €T0 KOHLIEHTPALMK B IUIa3ME€ KPOBH MOXKET NMPUBOAUTH K YBEIMYEHUIO
pHUCKa pa3BUTUS KPOBOTECYCHUM.

[Ipy oAHOBpPEMEHHOM MPOAODKUTEIFHOM MPUMEHEHHM aMOpU3EeHTaHa M LHKIOCIIOpUHA
BO3MO>KHO YBEJIMUEHHE KOHIEHTPALMU 000UX MperapaToB B I1a3Me KPOBH.

VY nmarmeHToB C OHKOJIOTUYECKIMH 3a00JI€BaHHISIMU TTPH OJHOBPEMEHHOM IPUMEHEHUH TIpenapaTa
B BBICOKMX [J03aX C aHTUOMOTMKAMM aHTPALMKIMHOBOIO psja (Hampumep, IOKCOPYOUIMH,
MHUTOKCAHTPOH, TayHOPYOHIIMH) OTMEYAJIOCh YBEIHMUEHHE UX KOHIICHTPAIUHU B TJIa3Me KPOBH MIPH
BHYTPUBEHHOM BBEJICHHH.

KOM6I/IHaHI/II/I, MMOHMXXAKIMNWE KOHIICHTPAIWIO APYIHUX IIPpETIapaToB

CoBMecTHOE PUMEHEHHUE UKIOCTIOPHHA U MUKO(eHonaTta HaTpusi/MukodeHonata Mopetuna y
MAIMEHTOB IMOCJIe TPAHCIUIAHTAIIMH MOXET TMOHMXKATh CPETHIOI0 SKCIO3HUIIUI0 MHUKO(PEHOIOBON
kucnotel Ha 20—-50% 110 CpaBHEHHUIO ¢ IPYTHMH HMMYHOIETIpeccanTaMu. JJaHHy0 HHPOPMAITUIO
clelyeT MPUHUMATh BO BHUMaHHE NPU COBMECTHOM Ha3HAUEHUU 3TUX MPENnaparoB.

PazoBast no3a mukinocnopuna (200 mr unu 600 MI) COBMECTHO C pa3oBOM 710301 anTpoMOomnara
(50 Mr) ymenbiaeT miomaab mnoja (hapMakOKMHETHYECKOW KpHBOW mocneaHero Ha 18-24% u
CHI)KAET MAaKCUMAJIbHYI0 KOHIIEHTPALUIO B Iu1a3me Ha 25-39 %. JlaHHOE CHM)KEHHE HE OKa3bIBAET
KJIMHUYECKH 3HAYMMOTO BO3JIEHCTBHUSI.

Ecnm Henb3s n30€:KaTh OJHOBPEMCHHOTI'O IMPUMECHCHHUA HUKJIOCIIOPHWHA U ITPCIIapaToB, CIIOCOOHBIX

B3aMMOJCHCTBOBATh C HUM, HCO6XOI[I/IMO CO6J'IIOI[aTB CJICAYIOMMEC pECKOMEH AN

[Ipy  OAHOBPEMEHHOM TNPUMEHEHHMH LUKJIOCHOPHMHA C  IpernapaTtoM,  00JaJaroluM
HE(PPOTOKCUYECKUM JIeHCTBHEM, HEOOXOAMMO IMPOBEACHUE TIIATEIBHOTO KOHTPOJS (DyHKIMH
nouek (B YACTHOCTH, KOHLEHTpAllMM KpeaTMHWHA B IulasMe Kposu). [lpu BeIsIBIEHHN
BBIP@XCHHOIO HApyLIEHUS (PYHKLIMU IMOYEK J03Y OJAHOBPEMEHHO IMPUMEHSIEMOro IMpenapara
CJIelyeT yMEHBIINUTD WIH PACCMOTPETHh BO3MOXKHOCTD AJIbTEPHATUBHOIO JICUCHUS.

BeposiTHOCTB pa3BUTHS JIEKaPCTBEHHBIX B3aUMOJICHCTBUI BO3PACTAET Y MOKUIIBIX MAallUEHTOB.

4.6 DepTUIBHOCTH, 0€PEMEHHOCTD M JIAKTAILUS

bepeMeHnHOCTD

AILCKBaTHI)IX HIIM  XOpOIIO KOHTPOJIUPYCMBIX KIMHHYCCKUX I/ICCJ'ICHOBaHI/Iﬁ C Yy4dacCcTUCM

6epeMeHHHX KCHIWH, TPUHUMAKOIHUX TUKJIOCIIOPHUH, HEC IIPOBOANIIOCEH.

OmnpiT MIPUMEHECHHUS UKJIOCTIOPUHA y OepeMeHHBIX KEHILUH OrpaHUyY€eH
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MEPEeHECHINX TPAHCIUIAHTAIIMIO OpraHa H MOJYYarolMX HWMMYHOCYIPECCUBHOE JICYCHHE
UKJIOCIIOPUHOM WM  KOMOMHHMPOBAHHYIO  TEpamuio,  BKIIOYAIOIIYI0  NPUMEHEHHE
[UKJIOCTIOPUHA, CYHIECTBYET PHUCK HACTYIUICHHSI MPEXKIECBPEMEHHBIX pPOJOB (IIPU CPOKE
O6epeMeHHOCTH A0 37 HEETb).

Nmeromuecss maHHBIE HE TPOJEMOHCTPHPOBAIN TIOBBIMICHUS YacTOTHl HEBBIHAITMBAHMUS,
CEpbE3HBIX BPOXKACHHBIX IMOPOKOB WM COOBITUHA CO CTOPOHBI OEPEMEHHOW >KEHIIMHBI IO
CPaBHEHHUIO C OCHOBHOM IOITYJISLIUEH.

HccnenoBanusi TOKCHYECKOTO BO3JICHCTBUS IUKJIOCIIOPUHA HA PAa3BUTHE SMOpHOHA W TUIOAA Y
KPbIC M KPOJHMKOB TOKa3ad SMOpHO(ETATbHYI0 TOKCHYHOCTH B JI03€ HIDKE MaKCHUMaIbHO

peKOMeHHOBaHHOﬁ AJId IPUMCHCHUS Y YCJIIOBCKA, C YUYCTOM IUIOIIAAN TTOBEPXHOCTHU TCJIA.

OnyOnukoBaHbl JaHHbIe HarumoHanpHOro peructpa OepeMEHHOCTEH Mocie TpaHCIUIaHTAIlUH,
KOTOPBIC OIMMUCHIBAIOT HCXOJbl OCPEMEHHOCTH Yy KCHIIWH, IMOJYYAOIIUX IUKIOCIOPUH TIPU
TpaHCIUIaHTawu oukw (482), neuenu (97) u cepanua (43). OTmedaercs ycrenrHas 0epeMeHHOCTh
C YPOBHEM POXACHUS *KUBOTo pedenka y 76%, 76,9% u 64% >xeHUIMH 1ociie TpaHCIUIaHTaluu
MOYKH, TICYEHU U Cepilla, COOTBEeTCTBeHHO. [IpexnaeBpemMeHHOe pojaopaspeuieHue (panee 37
Henenu OepeMeHHOCTH) Obuto 3adukcupoBano y 52%, 35% wu 35% oKeHIIUH Tmoclie

TPaHCIINIAHTAlluX IMOYKH, ICYCHU U CCpAld, COOTBETCTBCHHO.

JlaHHBII ypOBEHb HEBBIHALIMBAHUA OCPEMEHHOCTH U CEPbE3HBIX BPOXKIECHHBIX ITOPOKOB
COIOCTaBUM C TAKOBBIM B OCHOBHOW nomnyisinuu. C y4eToM OrpaHUYEeHHMH, XapaKTEpHBIX IS
PETHCTPOB W TIOCTPETUCTPALMOHHBIX COOOIICHUH TO OE30MaCHOCTH, HENb3s HaIPIMYIO
YCTAHOBUTH BIUSHHE LIUKIJIOCIIOPUHA HA YACTOTY THIEPTEH3HHM, NIPEIKIAMIICUN, UHPEKIMH 1T
caxapHoro nua0era y MaTepu.

Nmeerca orpaHnyeHHOE KOJIMYECTBO HaOIIOAEHUH 3a Ae€ThbMH (BIUIOTH A0 JOCTHXEHHUS HUMHU
CEMMJICTHETO  BO3pacTa), TMOJBEPIIIMXCS  BO3JACHCTBHIO  IMKIOCIIOPMHA B  IEPHOA
BHYTpUYTpOOHOro pa3BuTHUA. He oTMeyanoch OTKJIOHEHUS OT HOPMBI IoKazaTeneil (QyHKIuu
IOYEK M apTepUaJIbHOrO AaBICHMs Yy 3TuUX Aered. He cieayer mpuMmeHATH npenapar Npu
OEpeMEHHOCTH, 3a MCKIIOYEHHEM TeX CIy4yaeB, KOrja oOxXmujaaemas IoJib3a i1 MaTepH
MMPEBLIIACT HOTCHHI/I&HLHBIﬁ PUCK IAJId IJ1044a.

Jlakranus

[ukiocnopyH NPOHUKAET B TPyIHOE MOJIOKO. ClieAyeT yUnuThIBaTh HaJIMUKUE 3TAHOJIA B COCTABE
karicynn npenapara CannuMmyH Heopan. Ilockonbky npenapar CanaummyH Heopanm moxer
BBI3bIBATH CCPLE3HBIC HCKCIIATCIIBHBIC PCAKIIUN Y IIGTGI\/'I TAaKUX MMAUCHTOK, CJIICAYCT OTKA3aTbCA

OT I'PYJHOTO BCKAPMIIMBAHWM WJIU MPEKPATUTH NPUEM IIpernapara, UCXOAsd U3 IIPEUMYIIECTBa

20 u3 32



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.09.2025 N= 22280

i Bl i ._, ’ i N2
IPyIHOTO BCKapMIIMBAHUS [l peOEHKA UM BaXXHOCTH T'e!g'a'rm;llgu‘}ﬂ" ﬁ'au%%."c Tb 0002)

CoOTHOIIIEHHE KOHUEHTPAIlMM LUKIOCIOPUHA B TPYJHOM MOJOKE OTHOCHUTEIBHO €ro
KOHIICHTpAIlMU B MaTepUHCKON KpoBW ObuIo B mpenenax oT 0,17 go 1,4. OcHOBBIBasCh Ha
noTpebIeHUU TPYIHOTO MOJIOKAa, camasl BBICOKas IMpearnoyiaraeMasl J03a LHUKIOCTIOpUHA,
NpUHUMaeMas MJIaJICHIIEM, HaXOSAIIMMCS Ha TOJHOM TPYAHOM BCKapMIIMBAaHHMH, COCTAaBIIsIA
npuMepHo 2% 110361 C MOMIPaBKOW Ha BEC MATEPHU.

DepTUILHOCTD

OTCyTCTBYIOT clielMajbHble PEKOMEHJAIMH ISl KEHIIUH C COXPAaHEHHBIM PENpOIyKTUBHBIM
MOTEHLIUAJIOM.

NmeroTrcst orpaHuyYeHHbIE JaHHbIE 10 BiIUsAHUIO Tipenapara CanaguvmmyH Heopan Ha
(bepTHIBHOCTD Y YeIOBEKa.

He 6bu10 ycTaHOBIIEHO CHIDKEHUS (PEPTHIFHOCTH Y KPBIC 000ET0 1MoJIa MPH A03€ IIUKIOCTIOPHHA
710 5 MI/KT/B JIeHb (HIDKE MAaKCUMAIBHO PEKOMEHI0BAHHOM JTO3BI Y YEIIOBEKA C YIETOM ILIOMIAIH

MOBEPXHOCTH TEJa).

4.7  BuusinMe Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeacTBAMH M padoTaTh ¢
MeXaHU3MaMH

Hexoropele no6Go4HbIE NeicTBUS MpenapaTa, B TOM YHCJIE T'OJOBOKDPY)KEHUE WM 3pUTENIbHBIC
HapyleHUs, MOTYT OTPULATENbHO BIMATH HAa CHOCOOHOCTh YIPABIATH TPAHCHOPTHBIMU
CPEICTBAMHU U BBINOJIHATh MOTEHIMAJILHO ONACHbIE BUIBI JCSATEIBHOCTH, TpeOyrolue
MOBBIIIEHHON KOHIIEHTPAIlMM BHUMAHUS M OBICTPOTHI IICHXOMOTOPHBIX peakiuii. TpeOyetcs
coONI0IaTh  OCTOPO’KHOCTh BO  BpeMsl  YINpPABIEHHS TPAHCIOPTHBIMH CPEICTBAMH WM
MexaHuzMami. I1pu nosiBJIeHNN ONMUMCAaHHBIX HEXKEJIATENIbHBIX SIBICHUM CIIeyeT BO3JIepKaThes OT
YKa3aHHBIX BUJIOB J1€ATEIbHOCTH.

UccnenoBanuii o BiusHuu npenapara CanaummyH Heopan Ha ynpaBieHHe TpaHCIOPTHBIMU

cp€acTBaMi U MCXaHU3MaMHU HE IMIPOBOANIIOCE.

4.8 HexenarenbHble peakuuu

Pesrome npoduis 6e3onacHocT

Haubonee pacnpocrpanennsie HexenatenbHble peakuuu (HP) ma done Tepanum mpemaparom
CangumMmyH Heopain, BbISIBIEHHBIE B KIMHMYECKHX HCCIEAOBAHMSX, BKJIIOYAIOT HapylIEHHUE
(GYHKIHMU TOYeK, TPEeMOp, T'MPCYTU3M, apTepUaIbHYI0 TUIEPTEH3HIO, IUapero, aHOPEKCHIO,
TOHIHOTY, PBOTY, MHUKPOAHTHOMMATHUYCCKY O TCMOJIUTUYCCKYTIO AHEMUIO n
HOCTTpaHCHJIaHTaIII/IOHHBIfl CUHAPOM AUCTAJIBHBIX OTACIOB KOHEUYHOCTEM.

Muorue no6ounsie 3PQeKThI, CBA3aHHBIE C MPUMEHEHUEM LUKJIOCIOPHHA, 10303aBUCUMBI U

00paTuMBbl Ipu yMeHbIeHU: 103bl. CriekTp HP B 11€710M OJTMHAKOB NIPU Pa3JIMYHbIX TTOKA3aHUSAX,
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XOTS 4acTOTa U TSKECTh MOOOUYHBIX IPPEKTOB MOXKET Bé@ﬁ%{i(;ﬁ‘;lé; %“Jﬂ&ﬁ%g -Eretﬁje%':e"gfnnx

TPaHCIUIAaHTAIIMIO, W3-32 0OJiee BBICOKOW O3Bl M OOJBIICH MPOJOIDKUTEIBHOCTH JICUCHHS
no6ouyHbie d(PPEeKThl BCTPEUAIOTCA dYalle M OOBIYHO 0oJiee BBIPAKEHBI, YeM Y MAIMEHTOB C
IpyruMHu 3a00JI€BaHUSMHU UM COCTOSIHUSIMU.

[Ipu BHyTPUBEHHOM BBEIEHUH LIUKJIOCIIOPUHA OTMEYAIUCH CIy4au Pa3BUTHS aHA(PUIAKTOUTHBIX
pEaKLHnid.

Hnghexyuu

Y  nmauuMeHToB, NONYYaKOIUX HMMMYHOCYIPECCUBHOE JIEYEHME  LMKIOCHOPUHOM  WIH
KOMOWHUPOBAHHYIO TEpPAIUIo, BKJIIOYAIOUIYIO IHMKIOCIIOPUH, YBEIHMYUBACTCS PHUCK Pa3BUTHA
JIOKaJIbHBIX M TeHEePAIN30BaHHBIX HH(EKINH (BUPYCHOM, OaKTepruanbHOM, TpUOKOBO STHOIOTHN)
U MapasuTapHbIX MHBa3uil. Takke BO3MOXHO OOOCTpPEHHE MMEBLIMXCS paHee MH(PEKIMOHHBIX
3a007€BaHUN WM pPEaKTUBALMs MOJIMOMABUPYCHOM HH(EKIMH M3 JIATEHTHOTO COCTOSHUS,
NpUBOAALIAS K PA3BUTHIO MOJIMOMABUPYCHOU Hedponatuu, ocobeHHO accoumupoBaHHoil ¢ BK
BUPYCOM, WJIM MYJIbTH(OKAIBHOH JelikodHIedanmonaTuu, acconunpoBanHoii ¢ JC Bupycom.
Coo01manoch 0 pa3BUTUU TSXKENIbIX MH()EKIMOHHBIX NOPaKEHUM, B pAJe CIy4yaeB C JIETalIbHbIM

UCXOOM.
Jlumeponponughepamusnvie 3a001e6anus u 310KkavecmseHHvle HOB00OPA3ZO8ANUS

Y IIaITMECHTOB, MOJIy4Jaromunx HUMMYHOCYIIPCCCHUBHOC JICUCHUC HUKIIOCIIOPUHOM nIIn
KOM6I/IHI/IpOBaHHYIO TCpaInio, BKIIOYAIOOIYIO HUKIIOCIIOPUH, YBCIIMYUBACTCA PHUCK PA3BUTHA
aumpoMm, mumbonpoaudepaTUBHBIX 3a00JICBaHUK M 3J0KAYECTBEHHBIX HOBOOOpA30OBaHMIA,
0COOEHHO CO CTOPOHBI KOXKH. HacToTa pa3BUTHS 3JI0KAUECTBEHHBIX HOBOOOPa30BaHUI BO3pacTacT
IMpU YBCJIMYCHHUU MHTCHCUBHOCTHU U IJIMTCIIBHOCTHU HMMYHOCYHPCCCHBHOfI TCpalunu.

Tabumanoe PE3I0OME HEKEIATCILHBIX PEaAKINN

[IpuBeneHHble HUXKE NaHHblE CyMMHpPYIOT MHpopmauuto o HP, 3aperucrpupoBaHHBIX B Xoze
KJIMHUYECKHX HCCIIEZIOBAaHUM, a Takke JaHHble M0 Npoduio 0Oe30MacHOCTH Mpenapata,
NOJYYCHHbIE B XOJI¢ €ro NPUMEHEHUs B KIMHHYecKoi mnpakTtuke. HP crpynmupoBansl B
COOTBETCTBUH C KJlaccupukanuein opraHo u cucteM opranoB MedDRA, nepeuncieHs! B nopsiake
YMEHBUIEHU HUX 3HA4MMOCTU. YacToTa BO3HMKHOBEHHUS  HEXKEJATENIbHBIX  pEaKIHi
KIacCUpUIIMpPOBaHa CIEAYIOMMM o0pazoM: oyeHb yacTto (>1/10), gacto (=1/100, vHo <1/10),
Hewacto (>1/1000, vo <1/100), peaxo (>1/10000, Ho <1/1000), ouens penko (<1/10000), yacTora
HEeW3BECTHA (Ha OCHOBAaHWUHM WMEIOIIUXCS JaHHBIX OIECHUTh HEBO3MOXHO). Ilockombky B
HOCTPErCTPALIMOHHOM Tepuoze coodmenuss o HP mocrynaror B 10OpOBOJIBHOM HOpSIIKE U3
HOMYJISIUN HEOIIPEIeIEHHOr0 pa3Mepa, JOCTOBEPHO OLEHUTh YaCTOTYy UX BO3HUKHOBEHHUS He

MpEaACTaBIACTCA BO3BMOXHBIM, B CBA3U C YEM I JAHHBIX HP YKa3aHO: 4aCTOTa HCU3BCCTHA.
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HapyumieHnust co CTOpOHbI KPOBH U JIMM(aTHHECKOMH cHeTem

FOOBATENSHOCTE 0002

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Yacto JlelikoneHuns
Heuacto AHemust, TPOMOOIIUTOTICHUS
Penko TpomboTuueckas MHUKPOAHTHOTATH (B TOM qucIie

TpoMOOTHYECKas] TPOMOOLIUTOIIEHNYECKAs My PITypa, TEMOJIUTHKO-

YPEMHUYECKUN CHHIPOM)

Hapymienust meTados1u3mMa U NUTAHUS

OueHb 9acTo lNunepnununemust
Yacto AHOpEKCHS, TUIIEPYPUKEMUS, TUTIEPKATUEMHUS], THTIOMAarHUEMHUSI
Penxo I'unepriomkemus

Hapymemm CO CTOPOHBI HepBHOﬁ CUCTEMBbI

OueHb 4acTo

Tpemop, ronoBHas 60Jb, B TOM YKCJIE MUTPEHb

Yacro [Tapecre3un

Heuacto [Ipu3naku sHuedanonatuy, B TOM YHCIE DPAa3BUTHE CUHApPOMA
obpatumoiri  3amHei  sHnedanonatun  (302) ¢ TakuMU
NPOSIBICHUSIMU  KaK  CYyJOpOTH, CIIyTaHHOCTb  CO3HAHHS,
JIe30pUEHTAIMs],  3aMEUVIEHHOCTh  peakiuil, BO30yXkIeHHeE,
OeccoHHUIla, HapyLIeHUE 3pEHHs], KOPKOBas ClIenoTa, KoMma, mapes,
MO3KE€YKOBasl aTaKCUs

Penxo MortopHas oJauHeuponaTus

Ouensb penko

Otexk aMcKa 3pUTENBHOIO HEpBa (BKJIOYAas COCOK 3PUTEIBHOIO
HEpBa) C BO3MOXKHBIM HapyLIEHHUEM 3pEHUsi B pe3yjbTare

T0OpOKaYECTBEHHON BHYTPUYEPEITHON THIIEPTEH3UU

HapyuieHusi co CTOPOHBI COCY10B

OueHb 9acTo

IToBeImenme APTCPHUATIBHOIO OABJICHUSA

Yacto

[TpunuBsI

Kesryn0ouHO-KHIIeYHbIE HAPYIICHUS

OueHb 9acTo

YMeHblIeHHE anmneTuTa, TOIMIHOTa, pBOTa, TUCKOM(OPT B JKHUBOTE,

Japesi, TUIepIia3usl 1IeCeH

Yacrto

[TenTuueckas s3Ba

Hapymenust co cTOpOHBI EYEeHN U KeJTYeBbIBOASIIIUX My Tel

OueHb 4acTo

I'enaTOTOKCUYHOCTD

Penxo

[Tankpeatur

HapyuieHust co CTOPOHBI KOKH U IMOAKO0KHBIX TKAHeHl
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Ouenb yacTo I'mneprpuxos
Yacto AKHe, CBITIb
Heuacto KosxHble annepruueckue peakiuu

HapyumeHnust co CTOpOHbI MBIIIEYHOM, CKEJIETHON U COeIMHUTEIbHOM TKAHU:

Yacto MEIeYHbIe CIIa3Mbl, MHAITHS
Penko MegiieyHas ¢1a00CTh, MUOIATHS
qaCTOTa HCU3BCCTHA BOJII: B H2XKHUX KOHCYHOCTAX

Hapymemm CO CTOPOHBI IMMOYECK U MOYEBBIBOAAIIUX l'[yTeﬁ

OueHsb yacTo Hapymenue gyHKiumn nouek

Hapymenust co cTOpoHbI peNPOAYKTHBHOM CHCTEMBbI H MOJIOYHBIX JKeJIe3

Penko MeHncTpyanbHble 0051, THHEKOMAaCTHS

OO0mme HapylIeHUs] H PeaKIUH B MeCTe BBeICHHUS

Yacro VYcranocts, TMXopajka, OTeK

Heuacto VYBenunueHue Macchl Teaa

HexenarenbHbIe peaKIIMK, OTMEUEHHEIC B MOCTPETUCTPAIIMOHHOM TIEPHOJIC

B mocTtperucTpaniioOHHOM TEpUOJIe OTMEUEHBl CIy4YaW TeMaTOTOKCHYECKOTO BO3JICHCTBHS
[IUKJIOCTIOPHHA, BKJIIOYAsl XOJIECTa3, JKENTYXYy, TeNaTUT U MEYEHOYHYI0 HEeIOCTaTOYHOCTh. Kak
HPaBUJIO, 3TH MALMEHTH IMEJIN COITYy TCTBYIOIIME 3a00JIEBaHMS, TPEAPACIIOIAratoIIie COCTOSHNS,
apyrue (GakTopsl pHucKa, BKIIOYas MHOEKIMOHHBIE OCIOKHEHUS, WM TOJydYald IUKIOCIOPHUH
OJTHOBPEMEHHO C JpPYyTUMH IMpernaparaMy, OOJaJarollMMH TeNaTOTOKCHYECKUM JCHCTBUEM.
Hexotopsie ciryuan, B OCHOBHOM Y MAITUEHTOB MOCTIE TPAHCTUIAHTALNHT, UMEITH JIETATbHBIA HCXO/.
Fbonb 6 HUMNCHUX KOHEeYHOCMAX

[Tpu nprMeHeHN TUKIIOCTIOPHHA TTOJTyYeHbI OTJCIbHbBIE COOOIIECHHS O CITy4asix pa3BUTHUS OOJIH B
HIDKHUX KOHEUHOCTSIX, KOTOpas SIBISETCS OJHUM M3 COCTaBJSIOMIMX OOJEBOrO CHHIpOMA,
CBSI3aHHOTO C MPUMEHEHHWEM MHTHOMTOpPOB KanbluHeBpuHa (calcineurin-inhibitor induced pain
syndrome - CIPS), onucanHOTO B TUTEpaTypPHBIX UCTOUYHUKAX.

COO6H_[CHI/IC O IMOJ03PpCBACMBIX HCKCIIATCIIbHBIX PCAKITNAX

BaxxHO co00IIaTh 0 1M0I03PEBAEMBIX HEKEJIATEILHBIX PEAKIUIX TOCIIEC PETUCTPAIMH ITperapara
C 1IeTbl0 OOCCICYCHHsT HETPEPHIBHOTO MOHUTOPHHIA COOTHOUICHHS «IIOJIb3a — PHUCK»
JIEKapCTBEHHOTO TpernapaTta. MeauIMHCKUM paOOTHUKAM PEKOMEHIYETCsl COOOIaTh O JIFOOBIX
MI0JI03PEBACMBIX HEXKEATeIbHBIX PEAKIMAX JIEKAPCTBEHHOTO Mpernapara 4epe3 HallMOHAIbHbIC
CHCTEMBI COOOIICHUS O HEKENIATENFHBIX pPEaKIUsAX TOCYAapCTB — WICHOB EBpasmiickoro
HSKOHOMHYECKOTO COI03a»

Poccutickas ®@edepayus
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®denepanbHas cy)0a 1Mo Ha30py B chepe 3ap ooxpalfgxl;l'ﬁ: NELOBATEMNEHOCTE D002)

Anpec: 109012, r. Mocksa, CraBsiHCKasl TUIOIIaab, 1. 4, cTp. 1
Tenedon: +7 800 550-99-03

OnexkTpoHHas noura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJICKOMMYHUKALIMOHHOM ceTH «VIHTepHeT»:
https://www.roszdravnadzor.gov.ru

Pecnybnuxa benapyce

VII «LIeHTp 3KCnepTU3 U UCIBITAHUI B 3PAaBOOXPAHCHUN

Anpec: 220037, r. Munck, nep. ToBapuiieckuii, 2a

Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

OnekTpoHHas nouTa: repl@rceth.by

Cair: https://www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI na I1XB «HauuoHaIbHBIN HEHTP IKCHEPTU3HI JIEKAPCTBEHHBIX CPEACTB U MEAULUHCKUX
u3nenuiny Komurera MeAMIIMHCKOTO U (hapMaIieBTHIECKOT0 KOHTPOJIsi MUHHCTEpCTBA
3npaBooxpanenus Pecy6nuku Kazaxcran

Anpec: 010000, r. Actana, yn. A.Mmanosa, 13, 4 stax

Tenedon: +7 7172 235 135

OnextponHas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz
Cait: www.ndda.kz

Pecnybnuxa Apmenus

I'HKO «IleHTp 3KciepTU3bI JEKAPCTB U MEAULIMHCKUX TEXHOJIOTUII»
Anpec: 0051, r. EpeBan, ip. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexTpoHHas noura: info@ampra.am, vigilance@pharm.am

CaiT: www.pharm.am

Pecnyonuxa Kvipevizcman

JlemapTamMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3JIeIUi Ipu MUHKMCTEpCTBE
3npaBooxpaneHus: Keiproizckoii Pecrryonuku

Anpec: 720044, r. buikek, yi. 3-g nuHus, 25

Tenedon: 0800 800 26 26

DJIeKTpOHHAA mouTa: dlomt@pharm.kg

Caiit: www.pharm.kg

4.9. Ilepeno3npoBka
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CUMIOTOMBI

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Jannbie o cinyyasx nepeno3upoBku npenapatom CanagummyH Heopan orpanndenst. [Ipu npueme
BHYTpPh IHKJIOCTIOpHHA B 103¢ 0 10 T (ok0m0 150 Mr/Kr) B OOJBITMHCTBE CIIy4aeB OTMEYAIINCh
HE3HAYUTENFHO BBIPAKEHHBIE KIMHUYECKUE MPOSBICHUS, TaKhe KaK PBOTA, TOJOBOKPYKEHHE,
rojoBHass 00Jb, TaxuKapAws. B OTAENBHBIX Cily4asx HAOIIOAAIOCh PAa3BUTHE HAPYIICHUS
GyHKIMM TIOYeK CpeaHe creneHu TsokecTd. OHAKO TpH  CIyYaHOW MapeHTepalbHON
nepeI03UPOBKE IIUKIOCIIOPUHOM Y HEJIOHOILIEHHBIX JIETeH B HEOHATAJIbHOM IIEPUOIE COOOIIAN0Ch
0 Pa3BUTHUU TSHKEIBIX TOKCHUECKUX OCIOKHEHHM.

Jleuenue

CumMriroMaTHYeCcKast Teparusi, CeuPUISCKOro aHTHI0TA HE CYIIECTBYET.

B Teuenue mepBbIX 2-X 4acoB IOCJIe MpHEMa BHYTPb MpernapaT MOXKHO yAaduTh U3 OpraHu3Ma,
BBI3BAB PBOTY WJIM ITyTeM MPOMBIBaHHUS kKenyaka. [L{[ukmocmoprH npakTHUeCKHU He BHIBOAUTCS MPU

TreMoauaini3c u I‘GMOHep(py3I/II/I C UCITOJIb30BAHUCM AKTUBHUPOBAHHOT'O YTJIA.

5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHAMHIYECKHE CBOICTBA

®apmMakoTepaneBTHYecKas rpymmna: IMMYHOJIETIPECCaHThl; HHTUOUTOPHI KaIbIIMHEBPUHA.
Kox ATX: LO4ADO1

Mexanusm gelicTBus

[{uxtocropyH npencTapiseT co00i MUKIMYECKUI TOTUIENTH, COCTOSIINHI U3 11 aMuHOKHCIIOT,
U SBISIETCS  CEJICKTUBHBIM ~ HMMMYHOJICTIPECCAHTOM, KOTOPBI  TOJABIISET  aKTHBALUIO
KaJbIIMHEBPHHA JTUM(OIUTOB M OJOKHPYET KICTOYHBIN UK pa3BUTUs TuMdouuToB B aze Go
win Gi. Takum oOpa3oM npepoTBpaiaercss akTupanus T-mMM(OIUTOB U, HA KIIETOYHOM YPOBHE,
AQHTUTEH3aBHCHUMOE BBICBOOOXKICHUE TUM(OKHHOB, BKIIOYast HHTEpielkuH 2 (¢pakTop pocra T-
auMpormToB). Lluknocnopun neicTByeT Ha TUMQPOLUTHI crieupUIHO U oOpaTuMo. B oTnuune
OT IUTOCTAaTHKOB, OH B MEHBIICH CTENEHH TOJABIISIET T€MOI033 M HE BIUSACT Ha (HYHKIIHIO
¢daromuToB.

dapmakogugamuyeckue 3P PeKTol

[{uKI0CHOpHH yBEIUYMBAET BPeMsl )KU3HU AJJIOTEHHBIX TPAHCIUIAHTATOB KOXKH, CEpAla, MOYeK,
MOJDKETYZIOYHOM JKeJe3bl, KOCTHOTO MO3ra, TOHKOW KHIIKH, JIETKHX. LIMKIOCTIOpHH Takxke
HOAABIISIET PA3BUTHE KIETOYHBIX PEAKIMii B OTHOIICHNH aJUIOTPAHCIIIIAHTATa, KOXKHBIE PEeaKIHH
THIIEPYYBCTBUTEIBHOCTH ~ 3aMEUIGHHOTO  THMA, OKCIEPUMEHTAIBHBIH  aJUIeprHYeCKHi
SHIE(ATIOMUEITUT, apTPUT, OOYCIOBICHHBINH aabloBaHTOM PpoiiHna, 0OJE3Hb «TPaHCIIAHTAT
npotuB xo3suHa» (BTIIX) u 3aBucumoe ot T-mumdormroB obOpa3oBaHue anHTHTEN. bblna

IIOKa3aHa 3(1)(1)€KTI/IBHOCTI) MNPUMCHCHHUA LHUKIOCIIOPUHA IPpHU IMEPECAAKEC KOCTHOTO MO3ra Hu
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

IIPU JIEYCHUH PA3IUYHBIX COCTOSIHUM, KOTOPBIE IO CBOEW MPUPOJE SABISAIOTCA ayTOMMMYHHBIMU
WIN MOTYT pacCMaTpHUBaThCs Kak TakoBble. I{ukinocnopuH Taxxke 3(pQEeKTUBEH MpU Nepecajike

neyenu y BI'C (Bupyc renatuta C) no3utuBHbIX 1 BI'C HEeraTMBHBIX MallMeHTOB.

5.2. @apMakoKMHeTHYECKHNE CBOIICTBA

PactBop, comepxamuiics B MSITKHX OKEJIaTHMHOBBIX KarcyiaX, MPencTaBiIseT co0oi
KOHIIEHTPUPOBAHHYIO MHUKPOAMYJIbCHIO, pa30aBIIeMyl0 ¢ TOMOIIBIO KUKOCTH B JKEIyAKE MpH
NPUMEHEHNH TIpenapaTa. 3a CUYeT 3TOr0 YMEHBIIAeTCsl BapuadeIbHOCTh (PApMaKOKHHETHIECKUX
napaMeTpoB IMpH TNPUMEHEHHMH BO BCEX JUana3oHax /03 U o0ecreurBaeTcs JHMHEWHas
3aBUCHUMOCTh MeXAy no030i u 3ddexrom murnocnopuHa (AUC — miomanb moa KpHUBOM
«KOHIEHTpalUA-BpeMs») ¢ Oojiee paBHOMEpHOW abcopOIHel M MEHbIIEH 3aBUCHMOCTBIO OT
OJTHOBPEMEHHOTO MTPHEMa THIIU U CEKPELUH JKEITIH.

OpnHOBpeMEHHBIH TMpHEM NHINM WM IUpKaJWaHHble OWOPUTMBI TMAallMEHTa OKa3bIBAIOT
HE3HAYUTENbHOE BIMSHIE Ha (DapMaKOKWHETHUECKHE TapaMeTphl IpernapaTa. JTUMU CBOWCTBAMU
B COBOKYIHOCTH OOYCJIOBJIECHBI HM3Kasi BapHaOelbHOCTh (PapMaKOKWHETHKH LMKIOCIIOpUHA Y
omHoro u Toro e marueHta (10-22% y manmuMeHTOB C TpaHCIUIAHTAaTOM IIOYKH), OoJee
BBIpOKECHHAS KOPpESLUS MEXIy KoHIeHTparueid u omomoctynHocThio (AUC) u oTcyTcTBHE
HEOOXOAMMOCTH YYHUTHIBaTH BpeMs TmpuemMa num. Kpome Toro, Habmomaercs Oosee
paBHOMEpHasi OHMOJOCTYMHOCTh IMpemapaTa, Kak B TeUeHHWE IHSA, TaK W B TeueHUe Oorsee
JUIUTENILHOTO NIEPUOJIa BPEMEHH MPH J0JITOCPOYHOM MPUMEHEHUH B MOICPKUBAIOLICH 03€.
JlaHHBIEC PA3TUYHBIX HCCIIEOBAHUH MOoKa3and, uTo MoHuTOpHHT AUC 1uKIIocTioprHa B iepBbIe 4
yaca nocie npuema (AUCo-4), mO3BOJSET ¢ OOJBIIEH TOUHOCTBIO OMpPENETUTh OMOIOCTYITHOCTD
mpemnapaTa 1Mo CpaBHEHHUIO C OMPENEICHHEM €ro OCTaTOYHON KOHIICHTpAaIlMH B TIa3Me KPOBHU
HETOCPEJCTBEHHO Mepen npuemoM mnocienyromeii m103el (Co MoHuTOpuHT). B psime npyrux
UCCIIIOBAaHMA OBIIO TPOJIEMOHCTPUPOBAHO, YTO VY TAIMEHTOB TIOCJIE TPaHCIUIAHTAIUH
pe3ynbTaTthl OAHOKPATHOTO MOHHMTOpPHMHra uepe3 2 daca mnocie mnpueMa mnpemnapara (Cz
MOHHUTOPUHT) KoppenupyioT ¢ AUCo-4.

AOGcopbuus

[locne mpuema mpenapara y MalMEHTOB C TPAHCIUIAHTATOM COJIMAHBIX OPraHOB OTMEYaeTCS
OBICTpOE BCACHIBAHUE LIUKIIOCTIOPUHA, BPEMS JIOCTH)KEHUS MaKCUMaJIbHON KOHUEHTpauuu (Tmax)
coctaBisieT 1-2 4. AOcomoTHas OMOMOCTYMHOCTH cocTtaBisier 30-60%. Y mnamueHTOB ¢
TPAHCIJIAHTATOM  TOYKHM, HAXOJSIIIMXCS B  CTAOMJIBHOM  COCTOSIHMM,  MOJy4YarolIuX
MOJIJIEPKUBAIOIIYIO TEPAIUIO LIUKIOCTIOPUHOM, cpeHss Cmax 1 AUC B paBHOBECHOM COCTOSIHUU

(pu mpUMeHeHHnH TpenapaTa B cpeaneit no3e 100 mr/cyT) coctaBisitor 793 Hr/mi u 274149-Hr/min
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COOTBECTCTBCHHO.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Pacnopenenenne

[{ukocriopuH pacupenensercs OO0bIIeH YacThI0 BHE KPOBEHOCHOTO pyciia (KaXyImuics 00beM
pacripenenenust cocraBisger 3,5 n/kr). PacnpeneneHue B KpOBHM 3aBUCHT OT KOHLIEHTpAIUH
IUKJIOCTIOpUHA: B cpeaHeM 33-47% nukiocrnopuHa HaxoauTes B iasme, 4-9% - B muMonurax,
5-12% - B rpanynonurax u 41-58% - B spurpouuntax. [Ipu BbICOKON KOHIIEHTpaIMH MIpernapaTa
YBEJIMYMBAETCSl KOHILIEHTpALMsl LUKIOCIHOPHHA B JIEMKOLMTAaXx M HpUTpoluTax. B Kposu
CBSI3bIBaHME C OeJIKaMU IUIa3Mbl (MIPEUMYILECTBEHHO JIMMONPOTEMHAMHU) COCTABIISET MPUMEPHO
90%.

Buorpancdhopmarimsa

[{ukocriopuH B 3HAYUTEIBHOW CTETNEHW ToJBepraeTcs OumoTrpaHchopManuu CHUCTEMOU
uroxpoma P-450 (u3opepment CYP450 3A4), ¢ oOpa3oBaHueM npuMepHO 15 mMeTabonuToB.
OCHOBHBIMU My TsIMU MeTabonn3ma SIBJISIFOTCSA MOHOTHUJIPOKCUIIUPOBAHHUE,
TUTHAPOKCUIIMpOoBaHUE M N-AeMeTWIHpoBaHue. Bce BBISBIEHHBIE META0OJMTHI COJEPHKAT
NENTUIHYIO0 CTPYKTYpY HEM3MEHEHHOro mnpemnapara. HekoTopele 3 meTaboauToB 001anaioT
HE3HAYUTEIbHBIM IMMYHOCYIIPpECCHUBHBIM JieicTBUEM (10 10% OT TaKOBOTO /IS IIUKJIOCTIOPUHA).
DJIMMUHAIMS

BenuunHa KOHEYHOTO MEpHoJa TMONYBBIBEICHUS IMKJIOCIOPHHA BEeChbMa BapwalenbHA, 4YTO
3aBUCHT OT MPUMEHSIEMOTO0 METO/a OMpeieNieHUus U 00ClIeyeMOro KOHTHMHIEHTa MalieHTOB.
Koneunblii mepuoJ TMONYBBIBEACHHUS COCTaBISET MPHOIM3UTENBHO 6,3 49 y 3J0pOBBIX
T0OpOBOJIBIIEB, 7-16 YacoB y MAIlMEHTOB MOCIE TPAHCIUIAHTAIIMU TOYKU U 20,4 4 y MallMEeHTOB C
TSOKENBIMU 3a00sieBaHUAMH TiedueHu. [Ipenmapar BBIBOJUTCS MPEUMYLIECTBEHHO C JKETUYbI0 U
TOJIBKO 6% TPHUHATOW BHYTPH J03bI BBIBOAUTCS ¢ MOYOW (B HEM3MEHEHHOM BHJIE BBIBOJAUTCS
tonbko 0,1%).

HaHI/IeHTI)I C HAapYILUICHHUEM (bVHKIII/II/I IIOYCK

Hap}’IHeHI/IG (1)YHKIII/II/I IIOYEK HE€ OKa3blBa€T KIMHHUYCCKM 3HA4YUMOI'O BJIMAHHA Ha
Q)apMaKOKI/IHeTI/IKy npemnapara, MOCKOJbKY HHUKJIOCIHOPHWH BBIBOAWUTCA B OCHOBHOM C KCIYbIO
YCpe3 KUIICUYHUK.

HaHI/IeHTI)I C HApYIUICHUEM d)VHKHHH IICYCHU

vy MManmyeHTOB C HAapyYUICHHUEM (1)}/HKHI/II/I NEYeHU OTMEYACTCA 3aMCAJICHHUC BBIBCICHUA
OUKIIOCIIOPHUHA.

ITarueHThl MOKUIOr0 BO3pacTa

JlanHple mo aOcopOuuu mpenapara y MOXWIBIX MAalMEHTOB OTCYTCTBYIOT. OIHAaKo NpHu
NPUMEHEHUU INpernapara y HalMeHTOB JaHHOM KaTeropuM paclpelielieHue LHKIOCIIOpUHA

CXOJIHO C TAKOBBIM Y TTAIHCHTOB B BO3pacTe MeHee 65 JeT.
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CTH

[TockonbKy B cpeiHEM Y TAIIMEHTOB B Bo3pacTe < 18 jieT orMedaetcs 6osee OBICTPOE BEIBEICHHE
LUKJIOCIIOPUHA 10 CPABHEHUIO C B3POCIBIMU, Y TTALIMEHTOB JAHHOMN KaTeropuu JJIsl JOCTUKEHUS
HEOOXOUMOM KOHIIEHTPAIMH IIUKJIOCIIOpHUHA B TIa3Me€ KPOBU BO3MOXKHO NMPUMEHEHHE Oosee

BBICOKHUX 7103 IIpernapara (IIpHu pacyeTe Ha Maccy Tela).

6. ®PAPMAILIEBTUUECKHUE CBOMCTBA
6.1. IlepeyeHnb BcmoMoOraTe/ibHbIX BellleCTB

CannnmMmyH Heopair, 25 Mr, KacyJiabl MITKHE

anb(a-Tokohepo

3TaHOJ

IMMPOIMUJICHTJINKOJIb

MOHO-IU-TPHUTITUIIEPHUIBI KYKYPY3HOTO Maciia

MakporoJjia TUIepuiIruapokcucreapat (moauokcui 40 ruiporeHu3npOBaHHOE KaCTOPOBOE
MacJo).

Obonouxa kancynwi:

tutana quokeun (E 171)

rimtepod 85 %

MPOMMUJICHTJIMKOJIb

KeJaTuH

KpacuTelb xene3a okcu uyepHblil (E172)

yepHWwIa KpacHble (kapmuHoBas kuciora (E120), amomMuHus XJIOpHA TeKCaruapar, HaTpHs
TUAPOKCH, TMPONWICHTIUKOIb, THIPOMEII03a/THAPOKCUIIPOTMIMETIIIIEIUTI0N03a 2910,
U30MPOMNAaHOJ, BOJA OYHUIIICHHAs).

CannonmmyH Heopait, 50 Mr, Kancyabl MITKHE

anb(a-ToKohepo

3TaHOJ

IMPOIUJICHTJINKOJIb

MOHO-IU-TPHUTITUIIEPHUIBI KYKYPY3HOTO Maciia

MakporoJia riuuepuiIruapokcucreapar (noauokcus 40 ruIporeHu3upOBaHHOE KaCTOPOBOE
MacJo).

Obonouxa kancynwi:
tutana quokeun (E 171)
rmtepon 85 %
NPOTHJICHTJIUKOJIb

KCJIaTHH
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yepHuia KpacHble (kapMmuHoBas kuciota (E120), anf&lﬁﬁ%%f&ﬁzEwﬁtﬁT’gﬁ—pﬁp “Hétpus

THUAPOKCH,  MPONWICHIINKONIb,  THIPOMEIUI033/TUAPOKCUTIPONMIMETHIICILTI0ON03a 2910,
U30IPOIIAHOJ, BO/Ia OYHILICHHAS).

CanpnnMmyH Heopast, 100 Mr, Kancyiabl MATKHE

anbda-Toxkodepon

3TaHOI

HPONUJICHIJINKOJIb

MOHO-U-TPUIIIMLEPUIBI KYKYPY3HOTO Macia

MakKporoJjia INIHLEPWITHApoKcucTeapaT (moiauokcusa 40 THAPOreHU3MPOBAHHOE KacTOPOBOE
MacJo).

Obonouka kancynwl:

tutana quokeun (E 171)

rimnepoa 85 %

IPONUJICHIJIUKOIIb

KeJaTHH

KpacuTelb xenesa okcu uyepHslil (E172)

yepHuia KpacHble (kapMmuHoBas kuciorta (E120), amromMuHus XJOpuI rekcaruapaT, HaTpus
THUAPOKCH,  MPONWICHIJIMKONIb, THIPOMEIUI033/ TUAPOKCUTIPOMIMETHINCILTI0ON03a 2910,

H30IIpOITIaHoJI, BOJA OLII/IHICHHaH).

6.2. HecoBmecTumMoCTH

He npumenumo.

6.3. Cpox romHocTu (CpoK XpaHeHHs )

2 roza.

6.4. OcoOble Mepbl NPETOCTOPOKHOCTH NIPH XPAHEHUH

XpaHuTb IIpHU TeMIiepaTtype He Bbie 25 °C.

6.5. Xapakrep M coaep:KaHue NEPBUYHOH YIIAKOBKH
ITo 5 xamcyn B 6mucrepsl u3 [TA/AJI/TIBX u amomunueBoit ¢onsru. 10 6muctepoB BMecTe ¢
JMCTKOM-BKJIJIBIIIIEM TOMEIIAIOT B KAPTOHHYIO MAYKYy.

Jonyckaercss Hanu4re KOHTPOJIS IEPBOTO BCKPBITHS.

6.6. OcoOble Mepbl TNPETOCTOPOKHOCTH TPH YHMUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTXO0JA0B, TMOJYYEHHbIX TOcjde MpPUMEHEeHUs:
JIEKAPCTBEHHOI'0 NMPenapara, i Apyrue MaHUIYJISIIUM ¢ PenapaTomM

OcoOble TpeOOBaHUS OTCYTCTBYIOT.
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7. JEPXKATEJb PETUCTPAIIMOHHOTO YIOCTOBEPE S -/ |EHOCTE 0002)

HIseitnapus / Switzerland
Hosaptuc ®apma AT / Novartis Pharma AG
Jluxtmrpacce 35, 4056 bazens, [lIBeimapus / Lichtstrasse 35, 4056 Basel

7.1. IlpeacTaBuTENb AEPKATESI PETHCTPANMOHHOIO YI0CTOBEPEeHHS

IIperen3un HOTD€6I/ITGJ'I€I\/'I HammpaBJIATh 110 aAPECy:

Poccuiickas ®@edepayus

00O «Hosaptuc ®apma»

Anpec: 125315, r. Mocksa, Jlenunrpajckuii npocmnekt, qom 70
Tenedon: (495) 967 12 70

®axc: (495) 967 12 68

OnexTtpoHHas noura: drug.safety russia@novartis.com

Pecnybnuxa benapyce

[pencraBurensctBo AO «Novartis Pharma Services AG» (IlIBeitapckas Kondenepanms) B
Pecny6onuke benapych

Anpec: 220069, r. Munck, np-T J{3epxkuHcKoro, 5, mom. 3, opuc 3—1
Tenedon: +375 (17) 360 03 65

OnexrponHas nmouta: drugsafety.cis@novartis.com

Pecnyonuxa Kazaxcman

®unmnan Komnanuu «Hoaptuc ®apma Cepsucasz AI'» B Pecniy6nuke Kazaxcran
Anpec: 050022, r. Anmartsl, yi. Kypmanrassel, 95

Tenedon: +7 727 258 24 47

Pecnyonuxa Apmenus

000 «ACTEPUA»

Anpec: 0051, r. EpeBan, yn. Haupu 3apsia, 72/3

Tenedon: +374 115 190 70

DnektponHas nmoura: drugsafety.cis@novartis.com

Pecnybnuxa Kvipeviscman

[IpencTaBUTENBCTBO OTCYTCTBYET

DOnekrponHas mouta: drugsafety.cis@novartis.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUA
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9. JIATA MEPBUYHOI PETMCTPAIMM (OMTBEPKIEHNS PEFHCTPAHNMN,

HEPEPET'MUCTPALIUN)

JlaTa nmepBoil peructpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0mas xapakTepucTHKa JeKapcTBeHHoro mpemnapata CanagummyH Heopanm ngoctymHa Ha
uHbOpMallMOHHOM TmopTane EBpa3uiickoro SKOHOMHYECKOTO cO03a B HH(POPMAIMOHHO-

KOMMYHHKaIMOHHOH cetn « THTepHeT» https://eec.eacunion.org/
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