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OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOTI'O ITIPEITAPATA BT Y o
Pamunonr ITmroc, 10 Mr/25 mr, TabneTku. j MI
Pamunonr ITmoc, 10 mr/12,5 mr, TabneTku.
Pamunonr [Timoc, 5 Mr/25 mr, TabneTku.

Pamunonr ITmoc 2,5 Mr/12,5 mr, TabneTky.

2. KAYECTBEHHBIN ¥ KOJJMYECTBEHHBINA COCTAB

Pamunonr [Tmoc 10 mr/25 mr, Tabnetku

Kaxnas tabnerka comepkur:

Oeticmeylowue 6eujecmea: paMUIpui - 10 Mr, THAPOXJIOPTHA3HL - 25 MT;

6CnOMOcameNbHble  6ewjecmeq, HAIUYue KOmoOpwlx —Cclledyem Yuumléamv 6 COCMAGe
JleKapcmeenr020 npenapama. HaTpHs KPaxMaJrJIMKONIAT (THII A), TaKT03a MOHOTHJIPAT, HATPHUS
creapuiia pymapar.

IonHbIi ciMcOK BCOMOTaTeNbHEIX BEMECTB CM. B paszene 6. 1.

Pamunonr I[Tmoc 10 mMr/12,5 mr, TabieTku

Kaxxnas Tabnerka conepxur:

Oeticmeyloujue éeuyecmsa; paMunpui - 10 mr, THIpOXJIOpTHa3ua — 12,5 mr;

6Cnomo2amenvbible  6ewecmeq, HAlUYue KOMOpwIX —ciedyem Y4umvleéamv 6 COCMAage
Jlexapemeenozo npenapama. HaTpysl KPaXMaLTHKONAT (THI A), JIAKTO3a MOHOTHIPAT, HATPHS
creapuia pymapar.

ITonHbI CIIMCOK BCIIOMOTraTebHBIX BEIECTB CM. B pasznene 6.1.

Pamunonr [Tmoc 5 Mr/25 mr, Tabinerku

Kaxnas tabnerka conepsxur:

oeticmeyiouue geujecmea: paMHIIPHIL - 5 MT, THAPOXJIOPTUA3U] — 25 MT;

6CcnomozameneHble  6ewjecmeq,  Haiuuue KOMOPBIX — Cledyem  Yuumvléamv 6 COCMmAee
AEKApCMGEENH020 npenapama. HaTPHs KPaXMAIITHKOJIAT (THI A), JIaKT03a MOHOTH/IPAT, HATPHS
cTeapuia pymapar.

IlonHeIit CTECOK BCIIOMOraTeTbHBIX BEIIECTB CM. B paszene 6.1.

Pamunonr I[Tmoc 2,5 Mr/12,5 mr, Tabnetku

Kaxnas Tabnerka comepxur:

Oeiicmeyloujue gewjecmea; paMUIIPHI — 2,5 MT, THAPOXJIOpTHA3UI — 12,5 mr;

6CnomMozamenvHyle  6euyecmeq,  HAlUYue KOMOpuIX  Cledyem  YYUmbleamb 6 CoCmase
AeKApCMEEnHo20 npenapama. HaTpHs KPaXMaITTHKOJIAT (THIT A), JIaKT03a MOHOTH/PAT, HaTpUs
creapuiia hymapar.

IToHBIM CHIECOK BCIOMOraTeIbHbIX BEIIECTB CM. B pazzene 6.1.

3. JEKAPCTBEHHASI ®OPMA
Tabnerku.

Pamusonr ITimoc 10 Mr/25 mr, TabneTku
Tabnerxu pososoro mgera, IIOCKOUMIIMHAPUYECKOR (GopMEI, ¢ dackoit u pruckoit. Bo3MoxkHO
HaJIMYHe BKPAIUICHHUH.

Pamunonr [Tmoc 10 mr/12,5 mr, TaGnetkn
Tabnerku Genoro umm noutu Gemnoro mBeTa, TUIOCKOILIMITUHAPHYECKOH GOPMBI, ¢ hackoit ¥ pUCKOH.



COTJTACOBAHO
MUHUCTEPCTBOM 3/IPAB( JOXPAHEHUWS
‘ PECITYBJIMKM BEJIAPYCh

3IIpABOOX PAHEHU A

[Ipuxasz MuHNCTEPCTB:

Pamumnonr ITmroc 5 Mr/25 mr, TabneTku Peciry6u ¢ ol
Tabnetku enToro IBera, MIOCKOIMIHHAPHYECKON (GopMmbl, ¢ (HaCKOW W PUCKOH. BO3MONKHO
HaJIM4Ue BKpaIuleHui 0ojiee TEMHOTO 1IBETa.

Pamunonr ITmoc 2,5 mr/12,5 mr, TabneTku
Tabnerkn >xenroro nBera, MIOCKOLMIHHAPUYIECKOH (opmbl, ¢ ¢ackoil U puckoid. BozmoxHO
HaJIM4yKe BKpaIuleHu# 6ojiee TEMHOTO IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1 IToxa3aHus K NPUMEHEHHIO

Jleuenune apTepHaTbHOM THIIEPTEH3HH.

JanHas KoMOMHAIMS TOKa3aHa B Ka9eCTBE abTePHATUBEI OJJHOBPEMEHHOMY IIPHEMY PAMHUIIPHJIA
U THAPOXJOpTHAasHIa B YKa3aHHBIX [J03aX, O00ECHeuYMBaIOMUX aJeKBAaTHBIA KOHTPOIb
apTEepHAILHOTO JIaBJIEHHS Y B3POCIIBIX MAI[HEHTOB.,

4.2 PesxuM 103MPOBaHHS U c1I0CO0 NMPUMEHEHHS

Pesicum oo3uposanus

B3spocnvie

Pamuonr [Lmoc pexoMenryeTcst IpHHUMATh €KeJHEBHO | pa3 B IeHb B OJHO M TO XKe BpeMs, KaK
IIPaBUIIO, YTPOM.

Ho3y npenapara cienyeT moaOHparh HHIUBUIYATLHO B COOTBETCTBHH C IPOQUIEM MaIlHeHTa (CM.
paszen 4.4) v IoKazaTeNsIMU apTePUAIbHOTO JaBICHH.

MakcumanbHble CyTOUHEIE T03BI COCTABISIOT 10 Mr paMunpuia u 25 MI THIPOXJIOPTHA3HIA.

Ocobule epynnvl nayuenmos

Iayuenmeu, npunumarowgue Ouypemuxu

[TarienTaM, NPUHAMAIOIMMM JHYPETHKH, CIEZYeT COGMIONATh OCTOPOXKHOCTH MPH IPHEME
npenapata Pamuionr Ilmoc, mockonbKy BHaYaie 0JHOBPEMEHHOTO TIPHEMA TIPENapaTOB MOKET
BO3HHKHYTh THMIIOTEH3Hs. Bo3moxHo, mepen Havanmom mnpuema mpenapara Pamuonr ITmoc
MOTPEeOYeTCs PACCMOTPETH BONPOC O CHIXKSHHH JI03bI IUYPETHKA TUGO0 IPEKPAIEHHH €TI0 IPHEeMa.
B ciyuae HEBO3MOKHOCTH OTMEHBI TEpAIUU IHYPETHKOM JIEYEHHE PEKOMEHIYETCsS HAYMHATD C
HCIIOJIb30BAHUA HaMMEHbIIeH BO3MOXHOM 103bl pamumnpuna (1,25 mr/cyT) B cBOGOAHOIA
KOMOHHAIMH. BriocencTBiy peKoMeH/yeTCs! IPOU3BECTH 3aMeHy Ha HaYalbHYIO no3y He Gonee
2,5 Mr pamunpuia/12,5 Mr rHAPOXJIOPTHA3H/IA B CYTKH.

Iayuenmui ¢ noveynoii nedocmamounocmoio

Tsixenas moveynas HeIOCTATOYHOCTH (KIMPEHC KpeaTHHHHA MeHee 30 Mi/MuH): Pamunonr [Tioc
IIPOTHBOIIOKA3aH MALMEHTAM C TSHKEJIOH IOYeYHOH HEOCTaTOYHOCTRIO (cM. paszen 4.3).
YMepeHHOe Hapymenne GpyHKUMA MoYeK (KIHpEeHC kpeatiHuHa 30-60 MJI/MHUH): y MAl[HEHTOB C
YMEPCHHBIM HapymIeHHeM (YHKUHH MOYeK JeYeHHe HAYMHAIOT C MOHOTEPANTUH PAMHIIPHIOM B
mose 1,25 mr/cyT. 3aTeM IIOCTEIICHHO MOBBHINIAIOT O3y pamHIpuia, jJedyeHue KoMOWHaIueH
HaUHHAIOT C CYTOYHOHM 03Bl 2,5 Mr pamumnpuna/l12,5 mMr ruppoxiopruasuga. MakcuManbHas
CYyTOYHas Ji03a: 5 MI DPaMHIIPHIa/25 Mr THAPOXJIOPTHA3HAA (HAHHBIM MAIMEHTAM HENb3s
HazHayate Pamunonr [Imoc 10 mMr/12,5 mr u Pamuonr [moc 10 Mr/25 MT).

Ilayuenmei ¢ newenoynoii nedocmamounocmoio

Jlerkoe wmm ymepeHHOe HapymieHME (YHKIHH TCYEHH: Yy JaHHOW TIpyNIbl ITalHEeHTOB
NpUMEHCHHE npenapara Pamunonr I[lmoc cieyet HaquHaTh TOMBKO O] CTPOTHM MEIHIIHHCKAM
HaOJIIO/ICHMEM; MaKCHMallbHas CyTOYHAs 10338 COCTABJISET 2,5 Mr pamunpmia/l2,5 wmr
rupoxnopruasuza. CienoBarenpHo, IpEMeHeH e TpenapaTos Pamuionr [Tmoc 5 mr/25 wmr, 10
mr/12,5 mMr u 10 Mr/25 Mr y nasHoO# TPYIIIBI ALHEHTOB 3aIpeLIeHo.

Pamusionr ITmoc npoTHBoNOKa3aH MAHEHTaM C TSOKEIBIM HapylIeHueM (YHKIUH MeYeHd (CM.
pazzmen 4.3).



COT'JTACOBAHO

’CTBOM 3JIPABOOXPAHEHUSA
CITYBJIMKH BEJIAPYCH
Iayuenmul nodcunozo eospacma WEEAS [ EEROTC TRy e pamon
Cnenyer CHU3UTH HayaJIbHBIE 036l M 00JI€€ TUIABHO IPOBOIUTH OCTSAYIONYIO-KOPPEKLHMIO 103
BBy OoOibInel BEPOSTHOCTH pa3BUTHS HEXENATEIbHBIX peakluud, OCOOEHHO Yy OYEHb
BO3PACTHBIX MU OCJIa0JICHHBIX MAlMEHTOB (CM. pa3zaen 4.4).

Hemu u noopocmxku

Pamunonr Ilmoc He pekoMeHIyeTcss NpPUMEHSTh AETAM M MOApocTKam a0 18 yer BBUAY

HEOCTAaTOYHOCTH JAaHHBIX 10 6€30macHOCTH U 3P PEeKTHBHOCTH.

Cnoco6 npumenenus

Tabnetky cnenyer mporioTuTh, 3ammBas JOCTATOYHBIM KOJMYECTBOM JKMAKOCTH (HAIPHMED,
OJTHMM CTaKaHOM BOJibl). Ee Henb3s pa3)keBbIBAaTh HUIIM U3MEILYATh.

ITockonbKy mpHeM IHIIM He BIHMAET Ha OHOJOCTYIHOCTE mpemapara, Pamumonr ITmoc MoXHO
IIPUHUMATE JI0, BO BPEMsI WIIU 1TOCTe ebl (CM. pas3aen 5.2).

4.3 IlpornBonoKa3aHus
IIpumenenne npenapara Pamunonr ITroc IpOTHBOOKAa3aHO B CIIETYIOMMX CITydasx:

— TIOBBIIIEHHAs] YYBCTBUTEIBHOCTh K JEHCTBYIOIIEMY BELIECTBY PAMHIIPUIY HJIH JIPYTHM
uHruouropamM AIl®, ruapOXIOPTHAsHAY WIM JAPYTMM THA3UAHBIM  JUYPETHKAM,
NPOU3BOJHBIM  Cylb(pOHAMHMAA WIM JHOOOMY JApYyroMy KOMIIOHEHTY Iperapara,
IIEPEYHCIIEHHOMY B paszzene 6.1;

— AHTHOHEBPOTHYECKUH OTEK B aHaMHe3e (CM. pasnen 4.4);

— OIHOBPEMEHHOE NIPUMEHEHHE ¢ CaKyOHTpHIOM/BasicapTaHoM (cM. paszensl 4.4 u 4.5);

— TPOBEIECHHE SKCTPAKOPIOPATBHBIX MPOIIEAYP, B XOJ€ KOTOPHIX BO3MOXKEH KOHTAKT KPOBH €
OTPHIATENBHO 3aPSHKEHHBIMHU ITOBEPXHOCTSIMH (IHATU3 MM TeMO(UIBTpaALus) (CM. paszien
4.5);

— TEMOJMHAMMYECKH 3HAUUMbIH [BYCTOPOHHHH CTEHO3 TMOYEYHBIX apTepuil MM
OJTHOCTOPOHHHH CTEHO3 B OJ{HOM IOYKE;

— BTOpOH U TPETHH TpUMECTPHI GepeMeHHOCTH (M. pasziensl 4.4 u 4.6);

— KOpMJIEHHE Ipyabio (cM. paszen 4.6);

— TSDKeJas 1M09eYHas HeIOCTaTOYHOCTh (KJIMPEHC KpeaTHHHHa <30 MII/MHH y MalMeHTOB, He
HaXOAALIUXCS Ha nuanuse) (cM. paszen 4.2);

— KJIMHAYCCKH 3HAYMMBIC DJIEKTPOJIUTHBIE HAPYIIEHUs, KOTOPhIE MOTYT YXYIIIAThCS B XOIE
neyenus npenaparoM Pamumnonr ITmoc (cM. paszgen 4.4);

— TsDKeNas NeYCHOYHAst HEOCTaTOYHOCTh (M. paszen 4.2);

— IEYEHOYHas SHuedaIonaTHs;

— OJHOBPEMEHHOE IIPUMEHEHHUE C JIEKAPCTBEHHBIMH TIpenapaTaMy, COAEPKAIMMHK aJIMCKUPEH,
y TalUeHTOB C CaXapHBIM IuAbETOM MM IO04Ye4HOM HemocratoyHocThio (CKP <60
mi/mue/1,73 M%) (eM. pasmenst 4.5 u 5.1).

4.4 Oco0ble yka3aHusi 1 MepbI IIPEJOCTOPOKHOCTH IPH NPHMeEHEHHH

Oco0ble rpynnsl nanueHToB

Eepemennocmeo

Cnenyer wusberath mpumenenus WHrHOHTOpoB AII® WIM  AHTArOHHCTOB PELENTOPOB
anruorensuHa Il Bo Bpems 6epeMeHHOCTH. Y MAUMEHTOK, TAHHPYIOLIHX 0epeMeHHOCTB, ClIeyeT
3aMEHHUTE Tepanuio HHruburopamu AIID MM aHTArOHHCTAMH PENENTOPOB aHTHOTeH3uHA 11 Ha
ATPTCPHATUBHOE JICYCHHE aPTEPHATbHOW THNEPTEH3MH C COOTBETCTBYIOIMM MpPOQUIEM
OesomacHoCTH /uis GepeMEHHBIX JKEHINMH, 38 MCKIIOYEHHEM CIydaeB, KOTZA MPOLOJDKEHHE
nmpueMa HHrubuTopoB AII® WMIM aHTArOHMCTOB pPENENTOPOB AHTMOTEH3WHA Il sBiseTcs
o0s3arenbHbM. [Ipu  THArHOCTHPOBAHHOM GepPEMEHHOCTH JleYeHHe TpenapaTaMi TPy
MHIHOMTOpl AII® MIM aHTArOHWCTHI PELENTOPOB AHTHOTEH3MHA Il CllexyeT HEMEIIEHHO
IPEKPATUTB H, IIPU HEOOXOMMMOCTH, HaYaTh AJIbTEPHATHBHYIO TEPaIuIo (CM. paszieisl 4.3 u 4.6).



COTJACOBAHO
IMHUCTEPCTBOM 3/1PAB( )OXPAHEHUS
PECITYBJIUKY BEJIAPY Ch
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NCTBA
(1 ben APYCE

[puxas My

ITayuenmel ¢ 6bICOKUM PUCKOM apMeEPUANIbHOU 2UNOMEH3UU Pecny0. apych

Ilayuenmol ¢ NOBbIULEHHOU AKMUBHOCMbIO DEHUH-AHSUOMEH3UH- ~aiib00CMepoH060T cucmembl

[TareHTsl ¢ TNOBBINEHHOH aKTMBHOCTBIO PEHHUH-aHTHOTEH3MH-AJIJOCTEPOHOBOM CHCTEMBI

TIO/IBEPTalOTCS PUCKY CEPBE3HOTO CHIDKEHUS apTEepPUAIBHOrO NABIECHUs H yXyAUIEHHUs QYHKIHHA

noyek BeyencTBue wuHruOupoBanust AII®D, ocobeHHO NpH NEPBOM COBMECTHOM IpHEME

IpenapaToB rpymsl KHruOuTopsl AIID ¥ AXYPETHKOB MM IPH YBEIMYECHUH HAYaIbHOU HO3BL

[ToBbIIEHHAs AKTHBHOCTh PEHHMH-AHTHOTEH3MH-AJIbOCTEPOHOBOM CHCTEMBI, Tpebyromast

MEIUIMHCKOr0 HaOmoneHus (BKIIOYas KOHTPOJb apTEepHaNbHOTO JABIEHMS), MOXKET

HaOJIOJaThCs Y CIIEAYIONUX MAllUeHTOB:

— TIALUEHTBHI ¢ TSHKEJIOH apTepualbHON TUIIEPTEH3HEH;

— TMAIUEHTHI ¢ JeKOMICHCUPOBAaHHON XPOHUYECKOH CEpACUHON HENOCTATOYHOCTRIO;

— MAIMEeHTHl ¢ TeMOJUHAMUYECKMMH HapyIICHUSMH OTTOKA HJIM MPHUTOKA JIEBOIO JKEIyH0YKa
(HampuMep, CTEHO3 a0PTHI MJIM MUTPAJILHOTO KJIallaHa);

— TAaIUEHTH! ¢ OJHOCTOPOHHHM CTEHO30M IIOYEYHOI apTepuH cO BTOPOH (YHKIIMOHUPYIOLIEH
IIOYKOH;

— TALMEHTHI C ABHBIM WM CKPBITBIM J€DUIIUTOM XXHIKOCTH WM COJIeH (BKIIIOYAs MAllUEHTOB,
IIPHHUMAIOIIUX JUYPETUKH );

— TMAaLUEHTHI C UPPO30M II€YECHHU U/UITH aCIIUTOM;

— TAIUEHTHI, [IOJBEPraloIuecs 0OIUPHOMY XHUPYPrH4eCKOMY BMEIIATEIbCTBY, HJIM BO BpeMs
IIPOBEJICHUS] AaHECTE3MH NIperapaTaMu, KOTOPBIE MOTYT BBI3BATh aPTEPUATEHYIO THIIOTEH3HIO.

Koppeknuust 06e3Bo)XKHBaHMS, THIIOBOJEMHH WM BOCIOJHEHHE AepUIMTA COJIEH OOBIYHO

PEKOMEHIyeTCsl 0 Hayajla JieueHHs (OJHAKO y OOJIHBIX C CEepAECYHOM HEAOCTATOYHOCTBIO 3TH

MepbI JI0JDKHBI OBITH TIIATETFHO B3BEIICHBI C yYETOM PUCKA 0OBEMHOMN MEPErPY3KH).

Iayuenmol ¢ puckom cepoeunoil unu yepebpanIbHO UueMuU 6 Ciyyae 0Cmpoil 2UnomeH3uU
Hauaso tepanuu TpebGyeT cTpororo BpaueGHOro KOHTPOJIS.

Hepeuunstii 2zunepanvoocmeponusm
KoMmbunaims pamunpuia W rHAPOXJIOPTHA3sHAA HE SBISETCS IPEANOYTHUTENBHBIM METOIOM
JIEYEHHMS TIEPBUYHOTO TUIIEPANIbIOCTEPOHM3MA. Ecii faHHas KOMOHHALHS BCE YK€ HUCIIONIB3YETCs

Yy NalueHTa C IEPBHYHBIM THIIepaIbJOCTECPOHU3MOM, HE00X0 UM TINATEIbHBINA KOHTPOJIb YPOBHSA
KaJius B KPOBH.

IHoscunsvie nayuenmeor
Cwm. paznen 4.2.

Hayuenme: c 3a60neeanuamu nevenu

Y IaMeHToB ¢ 3a0071eBaHHSIMH IIEYCHH MOTYT BO3HUKATh HAPYIIEHHs SIEKTPOIHTHOr0 Gaanca
B pesynprare JiedeHus mnpemapatom Pamunonr IDlmoc. [lpueM aumypeTHKOB, Takux Kak
TUIPOXTIOPTHA3KU]], MOXKET IPUBECTH K NIEYCHOYHOM SHIIE(ATONaTHH.

Xupypzuueckue emewamenscmea
Pexomennyercs mpekpatuts neuenwe wunruburopamu AIID, Takumu Kak pPaMHUIIPHUI, IO
BO3MOJXHOCTH 3a OJJMH JICHB JI0 MPE/II0IaraéMOro XUPypru4eckoro BMEIaTeIbCTRaA.

Konumpone ¢hynkuuu nouex

HeoGxonumo kKoHTpoNMpoBaTh GyHKIMIO MOYEK 0 ¥ BO BPEMsl JICYCHHS, @ TAKKE HEOOXOIHMO
NPOBOZUTE KOPPEKIHIO 103bl, B OCOOEHHOCTH B TIEpPBbIC HENEU JieueHHs. [lalMeHThl ¢ yxe
MMEIOIMMHUCS HapylIeHUs MM (YHKIHM modek (cM. pasmen 4.2) HyXHaoTcs B 0COOEHHO
TIIATETLHOM MEANIIHHCKOM KOHTpOoJIe. CyIecTBYeT pHCK HapyIueHus GYHKIMH I0YEK, 0COOEHHO
y TAanueHTOB C JACKOMIICHCHPDOBAHHOM CEpAEYHONW HENOCTAaTOYHOCTBIO, a TaKKe II0CIIe



JACOBAHO
EPCTBOM 3[IPABOOXPAHEHUA
FCIIYBJIARKU BEJIAPYCE

3 MuHuCTe[CTBa 3/{DABOOXPAHEHH!

TpaHCIUIAHTALMY TIOYKH HJIM TIPU PEHOBACKYJIAPHOMN TUIIEPTEH3HUH, BKIIEOYAs FEMOAHAMUIECKH
3HAYMMBIH OJJHOCTOPOHHUH CTEHO3 IIOYEYHOH apTEpHH.

Hapywenue ¢pynkyuu nouex

VYV manueHToB ¢ 3a00JIeBaHUSAMM TIOYEK THUA3UHBIE JUYPETHKH MOIYT BHI3BIBATH BHE3AIHYIO
ypemuro. Takke y IalMEHTOB C HapylmieHHeM GYHKIMH [OYeK MOTYT HaOJoNaThCs
KyMYJISTUBHBIE 3G GEKThI JeUCTBYIOIUX BemecTB. [Ipu nporpeccupoBaHuH MOPAXKEHHS TTOYEK, O
YeM CBHIETEJIbCTBYET IMOBHINIEHHE YPOBHS OCTaTOYHOrO a30Ta, HEOOXOAMMO pacCMOTPETh
BO3MOXXHOCTh OTMEHBI TepaIluy qUypeTHKaMu (cM. pasaens! 4.2 u 4.3).

Hapywenusa snekmponumnozo 6ananca

Kak m y moboro mnamueHTta, MOJy4aroIIero TEpPamHi0 IUYPETHKAMH, CIIEAYeT pPeryJIsapHO
IPOBOAUTE OIPEZAEIECHHE YPOBHS 3JIEKTPOJUTOB B CHIBOPOTKE KPOBH C COOTBETCTBYIOLIMMH
UHTEpBaJaMu. THa3ubl, BKIIOYAs THAPOXJIOPTHA3UI, MOTYT BBI3BIBATH HAPYLIEHUS BOJHOIO HIIH
SNIEKTPOIMTHOrO OanaHca (THIOKAJUEMHUsl, TUIIOHATPHEMHS U THIOXJIOPEMHUYECKUH aJIKao3).
HecmoTps Ha TO, 4YTO mnpH NpPHMEHEHHH THA3UIHBIX JUYPETHKOB MOXET Pa3BHUTHCS
THIIOKAJIMEMHUS], TEpalusi paMUIIPHIOM MOXXET YMEHBIIUTh TUIIOKAJTHMEMHUIO, BBI3BAHHYIO
auypeTukamH. PHck runokamuemun HamboJiee BBICOK y IAIMEHTOB C IIMPPO30OM II€YEHH, Y
IAllMEHTOB C IIOBBIIIEHHBIM JHYpPe30M, Yy MAalUeHTOB C HEIOCTaTOYHBIM IOTPEOJICHHEM
3JIEKTPOJIUTOB M Y IMALMEHTOB, MOIYYaAIOIIUX COMYTCTBYIONIYIO TEpPAIHI0 KOPTHKOCTEPOHIAMH
nwm AKTT (em. pasnen 4.5).

ITepBoe xoMYECTBEHHOE ONpE/IeIeHHEe YPOBHS Kalusl B CBIBOPOTKE KPOBH CIIEYET IIPOBOIHUTE B
TEUYCHHE IMEPBOM HEJENH Iocae Hadana jedeHus. [lpu oOHapyXeHMH HHM3KOTO YPOBHS Kaus
HeoOxomuMa Koppekius. MoXKeT BO3HHKHYTh JUIIIONMOHHAS THIIOHATpHeMHs. VI3HayaibHO
CHIDKEHHE YPOBHS HATpHs MOXET INpOTeKaTh OECCHMITOMHO, IO3TOMY IIallAEHTaM KpaifHe
HEOOXOMMMO PpEryJSIpHO chaBaTh aHaH3bl. Oco00e BHUMAHHE CIENYET YAEHATH MOKHIIBIM
NAIUCHTaM W MalWeHTaM C LHUPPO30M IEYEHHU: OHM JOJDKHBI CHAaBaTh aHAIW3Bl Yare. Beuto
BBIICHEHO, YTO THA3HIbl YBEJIMYHMBAIOT 3KCKPEIMIO MarHus ¢ MOYOH, YTO MOXET NMPHBECTH K
THIIOMarHUEMHH.

Monumopunz ypoens snexkmponumog: zunepkaiuemus

Y HEKOTOpBIX NMAalMEHTOB, MPUHHMABIIMX UHTHOHTOPH! AIID, Habmomanach rHUmepKaTueMHEs.
Pucky pasBuTHs TIMIEpKaIHEeMHH MOABEPKEHBI MAlMEHTHl C II0YEYHOH HEIOCTATOYHOCTBIO,
MOXHJIBIE MAUUEHTsl (> 70 JIeT), MalMeHThl ¢ HEKOHTPOJIMPYEMBIM CaXapHLIM JUMabeToM, MK
[AUEHTBI, TPUHUMAIOLINE COJIM Kallus, KanuicOeperaromue JMypeTHKA | JPYTHe Mpenaparsl,
NOBBIIAIOININE COJNCPXKAHUE KajMs B CHIBOPOTKE KpPOBH, a TakXKe MAIMEHTHl C TaKHMH
COCTOSIHUSIMH, Kak 00€3BOXKMBaHME, OCTpas Cep/eyHas AEKOMIIEHCALHs MM MeTabOoIHUecKHuil
anuno3. Ilpy HEOOXOAMMOCTH OIJHOBPEMEHHOTO IIPHEMA BBINIEYKA3aHHBIX IpENapaToB
PEKOMEH/YETCs pEryJIspHBIA KOHTPOJIb YPOBHS KaIHsl B CHIBOPOTKE KPOBH (CM. paszzen 4.5).

Monumopunz ypoens snekmponumos: zunonampuemusn

Y HEeKOTOpBIX TAlMEeHTOB, NPHHUMABLIMX PAMHUIPHI, HAGMONAICS CHHAPOM HEaieKBATHOMN
CEKpPEUHH aHTHAMYPETUYECKOr0 FOPMOHA C TOCJEAYIollell runoHaTpueMuen. Pexomenmyercs
PEryJIIpHO KOHTPOJIHPOBATh YPOBEHb HATPHS B CHIBOPOTKE KPOBU Y MOXKHIIBIX MAIMEHTOB U Y
APYTHX MAIlMEHTOB C PUCKOM IHIIOHATPHEMHH.

Ileuenounan snyeanonamun

OJIEKTPONTUTHBIE HAPYIICHHS, BBI3BAHHBIE TepaNuel NMypeTHKAMH, BKIIOUas THAPOXIOPTHAHI,
MOTyT TPHUBECTH K IMEYEHOYHOM 3HIE(DAONaTHH y MANKMEHTOB ¢ 3a00JeBaHMAMH II€4eHH. B
Cilyqae JAMarHOCTUPOBaHMs II€YEHOYHOHM OSHUe(aNonaTuM JeYeHHe CIeAyeT HeMeIIEHHO
IPEKPaTUTb.
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T'unepkansyuemun ek

e s

['uapoxnopTHasuy CTUMYJIHpYeT peabcopOIui0 Kajibl¥s B II0YKaX, YTO MOJXET BBI3BATh
THIEPKABIIEMHIO. DTO MOXKET ITIOMEIIATh IPOBEpKe QYHKIMHU NapalUTOBUIHBIX JKEJIe3.

AHZuoHeepomuuecKkuli omex

Coo0manock 0 BO3HUKHOBEHHH AHTMOHEBPOTHYECKOTO OTEKa Y IAlMEHTOB, IPHHHAMABIINX
uHrubutopsl  AIl®, Bxmowas pamunpun (cM. pasgen 4.8). PHCK  BO3HHKHOBEHHS
AQHTHOHEBPOTHYECKOTO OTeKa (HalmpuMep, OTEK JBIXAaTeNIbHBIX MyTeH UK S3bIKa, C JIbIXaTeNbHOM
HEIOCTAaTOYHOCTHIO UK 0€3 Hee) MOXKET OBITh MOBBILICH Y NAIIMEHTOB IIPH COBMECTHOM IIpUEME
IpenapaToB, KOTOpPblE MOTYT BBI3bIBAaTh AHTHOHEBPOTHYECKHH OTek mnooauHouke. K Takum
npenaparaM  OTHOCATCs, Hanmpumep, HHrubutoppl mTOR (Mumenp panamunuHa Yy
MJIEKOIIUTAIOIINX, HAlpHMEp, TEMCHPOJIUMYC, 3BEPOJMMYC, CHPOJIUMYC), BUJIIATIUITHH WM
MHTHOMTOpPBl HENpUIN3WHA (HaIpuMep, paueKkagoTpui). Takke H3-3a IMOBBIIIEHHOTO PHCKa
AHTHOHEBPOTHUYECKOTO oTeka IIPOTUBOIIOKA3aHa KOMOMHaIMs PaMHIIPHI 7
cakyOuTpHI/BancapraH (cM. paszenst 4.3 u 4.5).

ITpy BO3HMKHOBEHMM aHIMOHEBPOTUYECKOTO OTeKa MpHeM Ipemnapata Pamunonr [Tmoc cienyer
HEMEJICHHO INpeKkparuTb. HeoOXoaumo HeMEIJIeHHO HauaTh HEOTJIOXHYI0 MEIMIUHCKYIO
nomoups. [TanuedT 1omKkeH HaXOAUTHCS 1MOJ HAOMIOAEHHEM Bpada B YCJIOBHUSX CTAl[iOHApa He
MeHee 12-24 yacoB U OBITH BBIIHCAH TOJIBKO IIOCIIE ITOJTHOTO HCYE3HOBEHHS CHMITTOMOB,
Coobmanock 0 cioy4asx pa3BUTHS aHIMOHEBPOTHYECKOTO OTEKA KHUIIEYHHKA y MAlMEHTOB,
NpUHAMAaBIIMX HHTHOUTOPEI AIID (cM. pazzen 4.8). DTH man@eHTH! HCIIBITHIBAIOT 00JIb B )KHUBOTE
(c TomHOTOH, pBoTON MK Ge3 HuX). CUMITOMBI aHTMOHEBPOTHYECKOTO OTEKA MCUYE3AIOT MOCIIE
OTMEeHBI HHTUOUTOPOB AlTD.

AHnagunakmuueckue peakyuu 60 epema 2unoceHcubUIUIAYUU

[Ipn npueme urrHGHTOpOB AIID yBEMMUMBAIOTCS BEPOSTHOCTD H TSKECTh aHAQHIAKTHYECKUX H
aHa(UIaKTOMHBIX peaKLuil Ha ST HACEKOMBIX H JpyrHe ajmnepreHsl. Heo6XxommMo paccMOTpeTh
BO3MOXXHOCTb BpPEMEHHOIO MpeKpallleHHs Ipuema Ipenapara Pamuinonr Ilmoc mepexn
IPOBEIEHHEM THIIOCECHCUOMITH3AIIHH.

Ocmpaa pecnupamopHas mokcuuHocme

Ilocne mpuema rumpoxnopTHasuaa coobmanoch 06 OYEHb PEAKHMX TKETBIX CTydasX OCTPOH
PECITHPATOPHON TOKCHMYHOCTH, BKJIFOYAs OCTpPBIH pecIHpaTopHbi auctpecc-cunapom (OPJIC).
OTexk JIerkux B TaKOM ClTydae, Kak IPaBUJIO, PA3BUBAETCS B TEUEHHE HECKOLKMX MUHYT HITH 9acOB
MOCI€ IpueMa THAPOXIOpTHasuaa. BHauane CHMIOTOMBI BKJIIOYAIOT OBIIIKY, JHXOPAIKY,
yXyAwenne QyHKIMH JETKHX M TUmnoTonuro. [Ipw momospenmm Ha OPJIC HeoOX0aMMO
IpPEKpaTHTe TpueM mpenapara Pamunonr IDlmoc u HayaTe COOTBETCTBYIOINEE JIEYEHHE.
I'mapoxiopruasun He criefyer HasHaYaTh NMAUMEHTaM, y KOTOpHIX paHee Habmomancs OPJIC
T0CJIe IIpUeMa rUAPOXJIOpTHA3H/IA.

Heuamponenus/azpanynoyumos

Ouenb penko HAGIIOAHCH CITy4Yan HeHTPONEHMK/arPaHy IOUTO3a M YTHETEH S KOCTHOTO MO3Ta.
PexoMenztyercss KOHTPOIHPOBATH ypOBEHB JIEHKOLMTOB B KPOBH JUIsl BBIBIEHHS BO3MOXKHOIM
nefikonenun. Heo6xomumMo mpoBoauTs Gosiee yacTble OCMOTpHI B Hauaje MpHeMa Iperapara, a
TaKXKe y MAaNMEHTOB C IOYEYHOHW HENO0CTATOYHOCTBIO, KOJUIAreHO30M (HAIpHMeEp, CHCTEMHas
KpacHas BOJMaHKa WM CKJICPOJAEPMHs) M IIPU COBMECTHOM IPHEME C APYTHMH IIperapaTaMy,
KOTOPBIC MOT'YT BBI3BIBATh H3MEHEHHs II0Ka3aTeel aHanu3a KpoBH (cM. pasaensl 4.5 u 4.8).

Xopuouoanvubsiii 6binom, ocmpas MUORUA U 3aKPLIMOYZ0TbHAA 2NAYKOMA

I'mapoxmoprtuasun u npyrue HpoOM3BOAHBIE CyNb(GOHAMHIA MOTYT BEI3BATh XapaKTEPHYIO
PEaKIHuIO, MPUBOJAAIIYIO K XOPHOMJAIBHOMY BBINOTY C JAe(EKTOM IMOJis 3pEHHs, OCTPOM
KpaTKOBPEMEHHO MUOIIUH M OCTPOH 3aKPBITOYTOJBHOM IIayKoMe. Takue CHMITOMBI, KaK pe3Koe
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CHIDKEHHE OCTPOTHI 3peHHs WM 00JIb B Iia3ax, 00BIYHO npostBAIOTCS B, TéueHMe xﬂccxonbmx
YacoB WM HeXelb [OCIe Hadaja IpHeMa Iperapata. IIpd ~OTCYTCTBHU JI€YeHHs OcCTpas
3aKpBITOYTOJIbHAS IIIayKOMa MOYKET IPUBECTH K HEOOPATUMOMH IIOTEPEe 3PEHHUS.

[Ip BO3HHKHOBEHHH BBILIEYKAa3aHHBIX CHMIITOMOB CIIEIYET HEMEIICHHO IMPEKPATHTh IPHEM
THPOXJIOPTHA3HIA. Heob6xomumo paccMOTpeTh BO3MOJKHOCTb CBOEBPEMEHHOI0
MEIUKaMEHTO3HOTO HJIM XHPYPTUYECKOTO JIEYEHHUs, €CIIM BHYTPHUIVIA3HOE [ABJIEHHE OCTAeTCH
HEKOHTpoJIUpyeMbIM. DaKkTOphI pUcKa pa3BUTUS OCTPOH 3aKPBITOYTOJIbHOM IJ1ayKOMBI BKITFOYAIOT
aJUIEPTHIO Ha CyJIb(OHAMU/IBI UM IEHULIWIIMH B aHAMHE3eE.

OmHuuveckue paznuuus

Wurunburops! AII® BEI3BIBAIOT aHTHOHEBPOTUYECKHH OTEK Y TAIUEHTOB HETPOUIHON packl Jalle,
4eM y IpeICTaBUTENeH IPyTuX pac.

ITono6HO npyrum naruburopam AII®, pamunpui MoxeT ObITh MeHee G EKTUBEH B CHUKEHUH
apTepHAIBLHOIO JaBJIEHHs y IAHEHTOB HETPOUIHON packl. ITO MOXKET OBITH CBA3aHO ¢ OOJIbIIEH
PacIpOCTPAHEHHOCTBIO apTEPUAIIbHON THIIEPTEH3HM BCIIEICTBUE HHU3KOTO YPOBHSA DEHHHA Y
IAIMEHTOB JAHHOM pachlL.

Cnopmcmenwi
['aipox1opTHa3uI MOXXET MPHBECTH K MOJIOKHUTETFHOMY PE3yJIbTaTy aHAIK3a [IPU Clade JOIHHT-
po0.

Memabonuueckue u 3n0okpunnsie 3¢hhexmol

Tepanus THasuzamMu MOXET CHH3WTH TOJEPAHTHOCTh K TIJIFOKO3€. IlalieHTaM C CaXxapHBIM
nuabeToM MOXKET IOTpeGOBaThCAd  KOPPEKUHs 03kl HMHCYIMHA MM  IIE€pOpalbHBIX
IPOTHBOIMA0ETUYECKUX TIPEIapaToB.

Bo Bpems Tepanuy THa3sHAAMH MOXET IPOSBIIATHCS JIATEHTHBIN caXapHbIil 1Haber.

[loBbIeHME YPOBHS XONECTEPHMHA M TPUIVIHIEPHIOB MOXKET OBITH CBA3aHO C JIGYEHHEM
THa3HAaMH. Y HEKOTOPBIX IIallMEHTOB IIPH JIEYEHHH THA3MAAMHM MOXET pa3BUTHLCS
THIIEPYPUKEMHS UITH TTOJIarpa.

Kawens

Coobmarnoce o kamule, pa3BHBaOIeMcs Npd npueMe uHruGuTOpoB AITD. Kak mpapmio,
NONOOHBIA Kamenh SABIACTCS HENPOAYKTHBHBIM, JUIMTENHHBEIM H IIPOXOISAIIMM  IOCIE
NPEKpaIEHUs TEPANTNHU TPernapaToM NaHHOU rpynmbl. ClenyeT y4uThIBaTh JaHHOE SBJIEHHE IIPH
TG hepeHInaNTBHON JUArHOCTHKE KAl

Ilpouee
Y manueHToB ¢ ajiepruei Win GpOHXHANBHOM acTMOl B aHAMHE3€ MOTYT Pa3BUBATHCS peakuuu

THIICPYyBCTBUTENBHOCTH. Co06manock 0 BO3MOXKHOM OGOCTPEHHM MIIM Pa3sBUTHH CHCTEMHOM
KpacHOM BOTYaHKH.

Heoiinasn 610Kkada peHun-aHzUOMEH3UH-AIbOOCMEPOHOBOT CUCEMbL (PAAC)

VIMeroTcst naHHBIe, TOATBEPIKAAIOIINE, YTO OJHOBPEMEHHOE IPHMEHEHHE unruduropor AIlD,
AHTarOHUCTOB PELENTOPOB aHTHOTEeH3KMHA I MM amMcKkupeHa yBeNUYHBAET PUCK apTEPUATBLHON
TUTIOTCH3WH, THICPKAIHEMHM M CHIDKEHHS (QYHKUMM IOYeK, BKJIIOYAs OCTPYIO IOYEYHYIO
HEJOCTAaTOYHOCTh (mBoMHas Onoxama PAAC). IlostomMy He peKkOMeHIyeTcs COBMECTHOE
npuMeHeHne UHruOuTopoB AIID 1 aHTarOHUCTOB PELENTOPOB aHrHOTeH3MHa 1] M anucKupeHa
(cm. paspensi 4.5 u 5.1). Ecnu mooGHast Tepanus sBisieTcs abCoOTHO He0GX0IMMO, ee clieyeT
IIPOBOJMTE TOJBKO ITOJ CTPOIHM MEIUIMHCKMM HaOIIIOIEHHUEM C KOHTpOJIeM (YHKIHH IOYEK,
YPOBHS 3JIEKTPOJIATOB ¥ apTEPHATILHOTO JaBJICHUS.

He cnenyer coBmecTHo HazHa4aTh HHrHOUTOPS ATI® U aHTArOHHCTHI PEEITOPOB AHTHOTEH3HHA
Il manmenTam ¢ nuabernyeckoii HeGpomaTuei.
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[Ipukas MyHucTEpCTBa 3APABOOXpAHEHNS
Hemenanomubulii pak Koxcu ' Pecnybauxn Beaapych A
B BYX OSNMIEMHOJOTMYECKHX HCCIEAOBAHMAX, OCHOBAHHBIX Ha JaHHBIX JlaTckoro
HAI[MOHAIILHOTO DPEEeCTpa OHKOJIOTMYECKHX 3a00JieBaHMM, ObLI BBIABIECH IMOBBIIICHHBIH PUCK
HemenanomHoro paka koxu (HMPK) (6GasansHoknerounas kapruuHoma (BKK) wu
iockokyierounas kapuunoma (IICK) ¢ yBenuuenreM KymyJIsTHBHOM J03BI THIPOXJIOPTHAZUIA.
DOTOCEHCHOMIU3UPYIOAs AKTUBHOCTh THAPOXJIOPTHA3UJa MOXET OBITh  BEPOATHBIM
MEXaHU3MOM Pa3BUTHS HEMEJIAHOMHOTO pakKa KOXKH.
[TareHTsl, TPUHAMAIOIINE THAPOXJIOPTHA3UA, IOJDKHBI OBITH MPOMH(POPMUPOBAHBI O PHUCKE
pa3Butuss HMPK u HeoOXoauMocTH peryisipHOM NpPOBEPKH KOXHBIX IIOKPOBOB Ha HaIH4YHEe
HOBooOpazoBanuii. [Ipu o6Hapy)eHUH MAMEHTOM JTIOOBIX I10I03PUTEIBHBIX HOBOOOPa30BaHHUiH
CJIeZlyeT HEMEUIEHHO 00paTHThCS K Bpady.
[Tono3putenbHble M3MEHEHUSI Ha KOXKE CIIeAyeT oOCleoBaTh B KpaTdalllMe CPOKH, BKIFOYAs
THCTOJIOTUYECKOE  HCCIEeOBaHUE OuWoncuitHoro Martepuana. [[ns CHMXKEHHsS  pHCKa
OHKOJIOTHYECKUX  3a00/leBaHMi  KOXHM  IallMEHTaM  PEKOMEHAYETCS  IpEeANpUHHUMATh
Npo(QUIaKTHYECKHE MEpBI, TaKhe KaK OrpPaHHYCHHOE BO3JICUCTBHE COJHEYHOIO CBETa H
yIbTpaduOIeTOBBIX JTy4deii, a B Cilydae BO3AEHCTBHUS 0OeCeueH e Ha IexkKalel 3aiuThl KOJKHBIX
IIOKPOBOB.
Cnenyer mepecMOTpeTs HEOOXOIUMOCTH IPUMEHEHHS THAPOXJIOPTHA3KIA Y IIAlMEHTOB, paHee
nepenecmux HMPK (cMm. paznen 4.8).

Bcnomozamenvhsie seugecmea

[Ipenapar conepxut MeHee 1 MMOIIb Hatpust (23 Mr) Ha 1 TaBJIETKY, TO €CTh 110 CYTH HE COAEPIKUT
HaTpUsl.

Ilpenapar cOmepKUT JAKTO3bl MOHOTHApAT. llalMeHTaM ¢ pEAKO BCTpevaromeics
HACJICICTBCHHOM HENEPEHOCHMOCTBIO TAJIaKTO3bI, AC(UIIMTOM JIaKTa3bl JIOMAPEH UM TIIHOK030-
rajlakTo3Hoi ManbabcopOuuel He celyeT IpUHUMATH 3TOT Mpenapar.

4.5 BsaumoneilicTBHe ¢ JPYrHMH JIeKADCTBEHHbIMH NpENapaTaMH M JApyrHe BH/IbI
B3aHMOJeHCTBUSA

JlaHHbIE KIMHMYECKHX HCIBITAHWH I[I0KAa3aid, 4TO [ABOHHAs OIOKaja pEeHHH-aHTHOTEH3WH-
anbaocrepoHoBoit cucrembl (PAAC) myTeM COBMECTHOTO HpUMEHEHHS MHTHOMTOPOB AIID,
@HTarOHUCTOB PELENTOPOB aHrHOTEeH3uHa [l wim amuckupeHa compoBoXaaeTCs 6oiee BEICOKOM
YaCTOTOM HEeXEJATENbHBIX PEAKIHi, TAKUX KaK apTepHabHas TMIIOTEH3Us, TUMEPKATHEMHUS U
CHIDKCHHE (QYHKIMH MOYeK (BKIIOYAs OCTPYIO MOYEYHYIO HEIOCTATOYHOCTH) 1O CPABHEHHMIO C
HCIIOJIb30BAHUEM OJTHOTO Ipenapara, Buusromero Ha PAAC (oM. pasnens 4.3,4.4 u 5.1).

IIpomugonokazannsie kombunayuu

OnnoBpemerHoe npuMeHenre HHruGUTOpa AIID U cakyGuTpHIa/BacapTaHa IPOTHBONOKA3AHO
H3-32 TIOBBIMICHHOrO PHUCKA Pa3sBUTHs AHTMOHEBPOTHYECKOTO OTeKa (cM. pasaensl 4.3 u 4.4).
IIpuem pamunpuna ceyer HauHHATB TOIBKO CIycTs 36 9acoB MOC/Ie MpHeMa MOoCieaHel 10361
caKyOuTpuia/Bancaprana. [IpHHHMATh cakyOUTpUI/BancapTan CIEAyeT He paHee, ueM uepe3 36
4acoB IocjIe npreMa ocue el 10361 npemnapara Pamunonr [moc.

OKCTPaKopnopanbHEle METOABI JIEYEHHs, NPH KOTOPHIX IPOMCXONUT KOHTAKT KpOBH C
OTPULATENIBHO 3aPSHKCHHBIMH IIOBEPXHOCTSAMH, B YaCTHOCTH, JHAIH3 WIM TreMO(HILTpAlus C
UCIIOJIb30BaHUEM OIIpeeIeHHBIX BBICOKOTIPOHHIIAEMBIX MeMOpaH (Hanpumep,
IOJTHAKPUJIOHUTPUIIBHBIE MEMOpaHEI), a Takoke adepes JUMONPOTEHHOB HU3KOH IIOTHOCTH C
JICKCTPAH CyNIb(ATOM CBA3aHBI C MOBHIMIECHHBIM PHCKOM TSDKEJON aHA(bMIAKTOMITHON peaKilii
(cM. pasgen 4.3). Ilpu HEOOXOAMMOCTH NpPOBENEHHS JAHHBIX MPOLEIYP CIEAYET paccMOTpeTh
BO3MOXXHOCTh HCIIOJIb30BaHUs JWAIM3HOH MeMOpaHbl OPYroro THIA WM IIPHEMA IPYrUX
AQHTUTUIIEPTEH3UBHBIX TPEIapaToB.
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Komb6unayuu, mpedyoujue mep npedocmopoicHOCHU npu npwnwgl_‘ Beaspyot
Conu xanus, zenapun, xanuticbepezaiouue Ouypemuxu u Opyzue npenapamol, noebLaIOUsUe
yposenb Kanus 6 CLIGOpOmMKe Kpoéu (8 MOM uucie aHmazonucmvl aweuomensuna II,
MPUMEMONPUM U e20 KOMOUHAYUSL C CYTIbHaMemOKCa3onom 6 PuUKCUpoOGaHHoU 003e, MaKPONUMycC,
YUKIOCNOPUH): MOXET BO3HWKHYTh THIIEPKATHEMHS, CIIEN0BATENbHO, HEOOXOMMMO TIIATEIbHO

KOHTPOJIMPOBATh YPOBEHB KA B CBIBOPOTKE KPOBH.

Anmuzunepmen3ueHvie npenapamel (Hanpumep, OuypemuKu) u Opy2ue npenapamal, CHUlICarouue
apmepuanvHoe Oasienue (HAnpumep, HUMPAMbl, MPUYUKIUYECKUE AHMUOeNPecCanmbl,
anecmemuky, ankozonb, baxknogeH, ane@y303uH, OO0KCA303uUM, NPA3O3UH, MAMCYIO3UH,
mepazo3un): BOSMOXHO YBEJIMUEHHE PUCKA CHI)KEHUS apTEePUAIIBHOTO JaBIeHuUs (CM. paszien 4.2,
«ITarteHTHI, MPUHUMAIOIINE TUYPETHKH ).

Cocyoocyarcusalowue cumMnamomMumemuku u opyaue eewjecmsa (aopeHanun), Komopvie M0o2ym
YMEHbUWUMb — AHMUSUNEPMEH3UBHbLY  3(hhekm  pamunpuna:  PEKOMEHIYETCS  KOHTPOJb
aprepuansHoro aasieHus. Kpome Ttoro, cocymocyxwuBaromuii 3¢Gdext cuMmaToMUMETHKOB
MOXKET OBITh CHHIXKEH IIPHEMOM THAPOXJIOPTHAZHIA.

Annonypunon, ummynoOenpeccanmsl, KOPMUKOCMEPOUObL, NPOKAUHAMUO, YUMOCMAMUKU U
opyaue npenapamoi, KOMopbvle MOZYmM NOGIUAMb HA Pe3yIbMAamvl AHAIU3A KPOGU: TIOBBIIICHHAs
BEPOSTHOCTh U3MEHEHUS Pe3yJIbTaTOB aHAIN3a KpOBH (cM. pazzen 4.4).

IIpenapamer numus: wuurubutopel AII® MOryT CHH3UTH O3KCKPELHIO JIUTHS, IPH ITOM
TOKCHYECKUH 3hdeKT ITus MoxeT ycunuBarbes. HeoOXoauM perysspHblii KOHTPOJIb yPOBHS
JIMTHS B CBIBOPOTKE KPOBH. OIHOBPEMEHHBIN IPHUEM THA3UIHBIX JHYPETHKOB MOXKET YBEITMYUTH
PUCK TOKCHYECKOTO JICHCTBHS JIMTHS, B TOM YHCIIE, YK€ IOBBIIEHHBIN [TPU IPHEME HHTUOUTOPOB
AII®. CnezoBarenbHo, KOMOMHAIUS PaMUIIPUIIA U THAPOXJIOPTHA3K/IA C IPENapaTaMu JIATHS He
PEKOMEHyeTCsl.

IIpomusoouabemuveckue  npenapamei, 6KNIOYAs ~ UHCYIUH! ~ MOTYT  BO3HHUKHYTH
TUIOITTMKEMHYECKHE  COCTOsSHMsA.  ['MapoxyopTuasujg  MOXeT  oclabuTh  JeHCTBHE
NPOTHBOAMAOETUYECKHX MpPEnapaToB. JTO TpeOyeT OCOOEHHO TIIATENHHOrO KOHTPOJS YPOBHS
TJIFOKO3bI B KPOBH Ha HAYalIbHEIX 3TalaX COBMECTHOrO IIpHEeMa IperapaTos.

Hecmepouonvie npomusosocnanumenvuvie npenapamvr  (HIIBII) u  ayemuncanuyunogas
Kucioma: CIefyeT OXHIATh CHH)KEHMS aHTHTHIIEpTeH3UBHOro 3¢dekra mpemnapara Pamusionr
IImoc. Kpome Toro, onHOBpeMeHHEIH npreM uHru6utopoB AII® u HIIBIT MOXeT yBEIMUHTH
PHUCK ITOYEYHOH HEOCTATOYHOCTH M MOBBIIECHHUS YPOBHS KaJIUsI B CHIBOPOTKE KPOBH.

Ilepopanvuvie anmuxoazynsnmel: >QQPeKkT NpueMa aHTHKOATrYJISHTOB MOXET OBITH OCIablIeH
BCJIC/ICTBHE OJJHOBPEMEHHOTO IIPHEMa rHIPOXJIOPTHA3H/IA.

Kopmuxocmepouovi, AKTI, am¢pomepuyun B, xapbenoxconon, Gonvuiue 003bi npenapamos
KOPHS CONOOKY, crabumenvHble (npu ONUMeENbHOM npumenenue) u Opyeue Kanuypemuxiu i

npenapamel, CHUMCarowue YpO6eHb Kalus 6 Cbl6OPOMKe KpPOBU:. MTOBBIIIEHHBIHN PHUCK
TAIIOKAJIMEMHUH.

I'nuxo3udwr nanepcmanku, npenapamel, yonunsiowue unmepéan QT, u anmuapummuyeckue
npenapamel: TpPH HApYIICHUSAX O3JIEKTPOJIMTHOrO OajaHca (HAmpuMmep, THIIOKATHEMHH,
THIIOMAarHAEMHM) MOXXET HaOMIONAThCS YCHUIICHHE MPOApPUTMHYECKOTO WM OclabieHue
AHTHAPUTMHYECKOTO JICUCTBHSL.
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Pect

OXpaHeHUud

Konecmupamun unu Opyaue uoHOOOMeHHble npenapamol, 6600UMble IHMEPANbHO: CHHKCHUE
abcopOIMU THAPOXJIOPTHA3HIA. [ HAPOXIOpTHA3U]L CIIEAYET MPUHMUMATh KaK MUHMMYM 3a 49ac J10
WIH yepe3 YeThIpe-IIeCTh YacoB IOCIIe TPUEMA 3TUX IIPENapaToB.

Kypapenooobuvie npenapamel (Muopenaxkcanmol nepugepuiecko2o Oelicmsus). BO3MOXHOE
IPOJJICHHE U YCUIICHHE MUOpPeNaKcupyomero 3¢ dexra.

Conu Kanvyus u JeKapcmeeHHble npenapamsl, NOBblULAIOWUE KOHYEHmMpAayuio Kalbyusi 6
CblBOPOMKE KpOBU: OXHMIACTCS, YTO TMAPOXJIOPTHA3U/ ITOBBIIIACT KOHUECHTPALMIO KaJIbIUA B
CBIBOPOTKE KPOBH ITPH COBMECTHOM ITPUMEHCHHUH, ITIOOTOMY HEOOXOIMM TINATEIbHBIN KOHTPOJIb
YPOBHS KaJIbIIUS B CBIBOPOTKE KPOBH.

Kapbamasenun: puck TUIIOHaTPHEMHH H3-3a aTUTUBHOTO 3¢ deKTa ¢ THAPOXIOPTHAZHIOM.

Hoocodepocawjue konmpacmuvie npenapamvl: B Cloydae 00E3BOKHBAHHS, BBI3BAHHOIO
JUYPETHKAaMH, BKJIIOYasi THAPOXJIOPTHA3K, CYIIECTBYET IOBBILICHHBIH PUCK OCTPOH MOYEYHOH
HEJOCTaTOYHOCTH, OCOOEHHO IIpM TPUMEHEHHM 3HAYUTEIBbHBIX J103 HOZACOAEpKaluX
KOHTPACTHBIX IIPENapaToB.

Ilen UYULIUR. TAAPOXJTIOPTHA3HA] BBIBOJUTCS YEPE3 JUCTAJIBHBIC IIOYCYHBIEC KaHAJIbIIbI, TEM CaMbIM
CHHIKasl OKCKPEIHIO ICHUIIHUIIJIMHA.

XuHun: TUAPOXJIOPTHA3KU CHHUXXACT BRIBCACHUEC XMHHUHA.
FenapuH: BO3MOXXHO ITOBBIINIEHUE KOHIEHTPAIIUX KaJIkus B CBIBOPOTKE KPOBH.

Hneubumopvr mTOR (nanpumep, memcuponumyc, 36epoiumyc, CUpoIuUMyC) iy 6UiOA2IURMUHN;
NalMEHThI, OMHOBPEMEHHO IPUMEHOLHE HHIMOUTOpl mTOR Wi BUIAArTHIITHH, MOTYT UMETh
NIOBBILICHHBIH PUCK pa3BUTHs aHTHOHEBPOTHYECKOro oteka. CretyeT coOroIaTh OCTOPOIKHOCTh
B HavyaJle MPUMEHEHHUS JaHHBIX ITpenapatoB (cM. pasaen 4.4).

Hneubumopbl  nenpunusuna:  CooOWATOCH O  MOBBINEHHOM  DHMCKE  BO3HMKHOBEHHS
AHTMOHEBPOTHYECKOr0 OTeKa NP OJHOBPEMEHHOM IIPHMEHEHHH MHTHOUTOpoB AllD wu
MHIHOMTOPOB HENPUIIM3HHA, TAKKX KaK pauekagoTpui (cM. pasaen 4.4).

Caxybumpun/sancapman: OJTHOBPEMEHHBIH IIpUeEM HHTHOUTOPOB All® "
cakyOMTpHia/BajicapTaHa IIPOTHBOIIOKA3aH, TaK KaK O3TO YBEJIMYMBAET PHUCK pa3BHTHS
AQHTHOHEBPOTUYECKOTO OTEKA.

4.6 ®epTHALHOCTD, 6EPEMEHHOCTD H JAKTAIUS

bepemennocme

Pamunpun

[Ipumenenne npemapata Pamminonr Ilmoc He pekomeHOyeTcs B IIEPBOM TPHMECTPE
OepemenHocTH (cM. pasmen 4.4) W TIPOTHBOINOKA3aH BO BTOPOM M TPETBEM TPHMECTpPAX
OepemeHHOCTH (CM. paszen 4.3).

ONHIEMHONIOTHIECKHE JaHHBIE O PHCKE TEPATOreHHOCTH Mocye AeHcTBrs HHrubuTopoB AIID B
NIEPBOM TPUMECTPE OEPEMEHHOCTH HE SIBISAIOTCSA yOeauTenbHbIMUA. OIHAKO HENb3s HCKIIOYATh
HEKOTOPOE MOBBIEHNE PUCKA IIPH IIPOJIO/DKEHUHU NTpreMa HHrHOuTopoB ATTD.
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[Tpukaa MuUHHCTEPCTBA 3/(DABOOXPAHCHMS
Ecim Tepanus wunru6utopamu AII® He cuwmraercst KpaiiHe HeBOXOAMMOMN, THATIMEHTOK,
IUTAHUPYIOIHX 3a0epeMeHeTh, CIeAyeT NEePEeBECTH Ha aJbTEPHATHBHYIO aHTUTHUICPTCH3UBHYIO
TEpPaIHIO ¢ COOTBETCTBYIOMIUM NpoduiIeM 6€30MacHOCTH I O€pEMEHHBIX.
B ciydae BeIiBieHHs OepeMeHHOCTH JiedueHHe uHrubutopamu AIID cienyer HeMEIEHHO
IIPEKPaTUTh U, IPU HEOOXOAUMOCTH, HaYaTh AJIbTEPHATUBHYIO TEPAIUIO.
W3BectHO, yTO mpueM HHruOUTOpoB AIID M aHTarOHUCTOB PELENTOPOB aHrHOTeH3HHa II BO
BpeMsI BTOPOTO M TPETHET0 TPUMECTPOB OKa3bIBae€T (PETOTOKCHYECKOE NEHCTBUE (CHHIKEHHE
(GYHKIMM TI0YEeK, OJMIOTHIPAMHHOH, 33/lepXKKa OCCH(HUKAIMH dYeperna) M HEOHaTalIbHO-
TOKcHYecKHe 3((heKTHl (MoYeyHast HeJOCTATOYHOCTh, THIIOTOHHS, THIIEpKaTHeMHs) (CM. pas3aen
5.3).
B cmydae mpuema unruduropos AII® Bo BpeMs GEpeMEHHOCTH B MEPUOJ BTOPOTO TPUMECTpa
PEKOMEH/IyeTCs yIbTpa3ByKoBoe 0OcieoBaHue (QYHKIIMHU ITOYEK U Yepera.
HoBopoxJeHHbIE, YbM MaTepu MNPUHUMATH HHrHOMTOpEl AII®D, [O/DKHBI —TIIATETBHO
HaOoJaThCsl Ul CBOEBPEMEHHOTO BBIBJICHUSI ApTEPUANBHOM THIIOTEH3UH, OJMIYPUH H
THIIEepKaIieMu (cM. paszaensl 4.3 u 4.4).

TI'uopoxnopmuazuo

['uapoxopTHa3y NPy JUTHTEIEHOM IPUMEHEHNH B TEYEHHE TPETHENO TPHMECTPA GEPEMEHHOCTH
MOJXET BBI3BaTh (DETOILIALIEHTAPHYIO UINEMHIO, a TAKXKE PUCK 3a/Iep)KKH pa3BUTHs. Bosee Toro,
COO0IIANOCh O PEKUX CIIydasX THIOTIMKEMHH W TPOMOOLUMTONEHHH Y HOBOPOKACHHBIX IPH
BO3/ICHCTBUM Ha HUX MIpenapaTa B OCIEAHNE Heleln OepeMeHHOCTH. [MaApOXIOpTHA3HT MOKET
BBI3BIBATh CHIDKEHHE 00bEMa IIa3MBl, a TAK)Ke MAaTOYHO-IUIAIEHTAPHOTO KPOBOTOKA.

I'pyonoe éckapmnusanue

Paumionr Ilmoc npoTHBomokasaH BO Bpems TIPYJHOTO BCKAapMJIMBAHMA. PaMumpun u
THPOXJIOPTHA3U]] BBIACIAIOTCS B IPYAHOE MOJOKO B TakMX KOJIMYECTBAX, YTO BO3MOIXKHO
nposiBiieHre MX 3(QPeKkToB y pebeHka, HaXOAAWIErocs HAa TPYAHOM BCKApMIIMBAHMH, €CIIH
KOpMsIIas JKCHIIMHA NPUMEHSACT PaMHUIIPHI M THAPOXJIOPTHA3UI B TEPANEBTHYECKHX I03aX.
Pamunpun

IIpu onHOKpaTHOM IIpHEME PAMHIIPHII CO3/aeT B IPYAHOM MOJIOKE KOHIIEHTpAIIMH HIKe TI0pora
OIpPENICNICHN S, OTHAKO BO3MOXHBIA pe3y/IbTaT MHOIOKPAaTHOIO NpueMa Heu3BecTeH. [103Tomy B
NIEPHOJ TPYTHOTO BCKapMIIMBAHUS PEKOMEH/YETCsl MCIIONB30BaTh JPYrHe Iperaparsl ¢ Ooee
M3yYEHHBIM PO uieM 6€30MacHOCTH, 0COGEHHO BO BpeMsl KOPMIIEHHS TPY/IbI0 HOBOPOJKIEHHBIX
HJIM HEZIOHOIICHHBIX JETEH.

TI'uopoxnopmuazuo

I'unpoxnopTuasu BEIENSETCs B IPYAHOE MOJIOKO. IIpueM THasHIOB CBSI3aH CO CHIDKEHHEM HIIH
NIOJIABJICHUEM JIAKTALUK y KOPMSIIUX MaTeped. Bo3MOXXKHO pa3BUTHE I'MIIEpYyBCTBUTEIHLHOCTH,
THIIOKAIMEMUH U S/ICPHOM JKENTYXM K IIpernaparaM TPyl THA3UIAHBIX M THA3MIOMOLOOHBIX
ARYPETHKOB, B YaCTHOCTH, K MPOU3BOAHBIM Cynb(poHaMHIa. BBHIY BO3MOXHOCTH CEPHE3HBIX
HEXKCIATENbHBIX PEaKUUH y TPYAHBIX JA€TeH, OOYCIOBIEHHBIX KaXIbM M3 JEHCTBYIOLINX
BCIICCTB, Bpady CIEAYeT NPHHATH PELICHHE O LENECO0OPa3HOCTH IPEKPAIleHUS] TPYIAHOTO
BCKapMIIMBaHHs WM TPEKpaleHHs MPUMEHEHMs THAPOXJIOPTHA3HAA y KOPMSIIMNX MaTeped ¢
Yy4ETOM 3HAYHMOCTH TEPAIMHU ATl JAHHOW TPYIIIBI ITAlUEHTOB.

4.7 Binsinue Ha CIOCOOHOCTH YNPABJISATL TPAHCIOPTHHIMHM CPEICTBAMH M paGoTaTh ¢
MeXaHH3MaMH

Hekortopble HexenarenpHble peakuud (HampuUMep, TOTOBOKPY)KEHHE), B OCOOSHHOCTH
BO3HUKAIOIMEe B HaYale IIpUeMa IIperapaTa, MOTYT Hapymarh CIOCOOHOCTH IIalMeHTa
KOHIEHTPUPOBATBCSA U PEArHPOBaTh, a 3HAYMT MOTYT IPEACTABIIATH PUCK B OOCTOATENLCTBAX,
KOrJia JaHHBIC CIIOCOOHOCTH OCOOEHHO Ba)KHBI (HAIIPUMED, IIPH YIPABJICHHH aBTOMOOHIEM MIIH
Apyroi TexHHKo#). He pexomenIyeTcs: ynpaBisTh TPaHCIOPTHBIMH CPEICTBAMH M paboTaTh C
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[IpuKa3 I\‘.xz;".\(-"r_~,>}v~'!;*.:x. paBo
MEXaHU3MaMH B TE€UYECHHE HECKOJIbKHMX 4YacCOB ITOCJIE BBECACHUA HCpBOﬁuﬂmB?'Hhﬂj’lrrp-g—B-Iwegm
MOCIEAYOIIHUX 103.

4.8 HexkenareJibHbIe peaKIHH

Kpamkoe onucanue npogpuna 6e3onacnocmu

[Mpodune GesomacHocTH mpemapara Pamuinonr IDmroc BkiIrO9YaeT HEXeNaTENIbHBIC PEAKIWH,
BO3HHUKAIOIME B CBS3U C THIOTOHHEH H/HJIM HENOCTATKOM MXMIKOCTH H3-3a IOBBIIICHHOTO
nuaype3a. PaMHIIpUI MOXKET BBI3BIBATh CTOMKUN CyXOU Kalllellb, B TO BPEMs KaK rHIpOXJI0pTHA3UL
MOXXET HETATUBHO BJMATH HA METAa0OJIM3M TIJIFOKO3bI, JIUMUIOB U MOYEBOM KHUCIOTHL [[Ba
NENCTBYIOIMX BEIIECTBAa OKA3bIBAIOT MPOTHUBOIOJIOKHOE BIIUSHUE HA KOHIEHTPALHUIO KalHs B
m1a3me KpoBu. Cepbe3Hble HeXXeNaTeIbHbIE PeaKIIMK BKIIIOYAIOT AHTMOHEBPOTUYECKHH OTEK MITH
aHaUIAKTUYECKHE peaKIud, HapyleHue QYHKIMU MOYEeK WM MEeUeHH, ITAHKPEATHT, TSKEIIbIE
KOJKHBIE PEaKIUU U HEHTPONIECHHUIO/arpaHyJIOIUTO3.

Hudopmanus o HexenaTeNbHBIX PEaKIUsIX HM3JI0XKeHa B COOTBETCTBHHM C CHCTEMHO-OpPraHHOH
Knaccudukanuei U yacTotoi BcTpeyaeMocTu. Kateropuu yacToThl: oueHsb yacto (>1/10), gacto
(=1/100, HO <1/10), Hewacto (>1/1000, HO <1/100), peaxo (>1/10000, Ho <1/1000), oyeHb peaKo
(<1/10000), yacToTa Hew3BeCTHa (MCXOMSA W3 UMEIOIIUXCS IAaHHBIX, YaCTOTY BO3HHUKHOBEHHS
OIIpEeIETUTh HEBO3MOXKHO).

HexenarenpHble peakiiiuy IpeICTaBICHBI B MOPSIKE YOBIBAHHS X CEPhE3HOCTH BHYTPHU KaXKIOTO
YaCTOTHOTO KJ1acca.

Hobpoxauecmeennvie, 310Kkauecmeentvle U HEYMOUHEHHbIE HOB00OPAZ06AHUSL (BKNIOYUAS KUCMbL U
NOJIUNbL, 9aCTOTA HEM3BECTHA — HEMENIAHOMHBIN pak Koxu* (6a3aibHOKIETOUHAsh KapluHOMA U
IUIOCKOKJIETOYHASI KapIHHOMA).

Hapywenus co cmoponvl kpoeu u nrumgpamuyeckoil cucmemvl: HEYACTO — CHIDKEHHE YHCIIA
JICUKOLUTOB, CHIYKEHHE YUCIIa SPUTPOLUTOB, CHIDKEHUE YPOBHS TeMOTIO0MHA, TEMOJMTHYECKAS
aHEeMHsl, CHIDKEHHE YHCla TPOMOOIMTOB; YacTOTAa HEU3BECTHA - YTHETEHHE KOCTHOIO MO3ra,
HEHTPOIICHHS, B TOM YHCJIE arpaHyJIOMUTO3, IaHIUTOICHHS, 503UHOQMIINS, CTYIIEHHEe KPOBH Ha
(GoHe runoBosIeMuH.

Hapywenus co cmoponsl umMMyHHOU CUCMeMbl: 4acTOTa HEU3BECTHA — aHA(HMIAKTHYECKHE HITH
aHAQUIAKTOMJHBIE peaKUMH Ha paMHUIpPHI HMIM  aHaQUIAKTHYECKHE pEaKlIMH Ha
TU/IPOXJIOPTHA3H I, TIOBLIIIEHUE aHTHHYKIIEAPHOTo (haKTopa.

OHOOKpuUNHble HapYuwleHus: YacTOTAa HEW3BECTHA — CHHAPOM HEaJeKBAaTHOM CeKpelHH
aHTUARypeTHyeckoro ropmona (CHC AJID).

Hapywenus memabonusma u numanusi: 9acto — HeaJeKBaTHO KOHTPOIMPYEMbIH CaxXapHBIif
Auaber, HapymeHHe TONEPAaHTHOCTH K TIVIIOKO3€, IOBBINIEHWE YPOBHS caxapa B KpPOBH,
TNOBBINICHHBIH YPOBEHb MOYEBOW KHCIOTBI, OOOCTpEHHE IMOJArpbl, IMOBBILIEHHE XOJIECTEPHHA
/WK yPOBHS TPUTTHLEPH/IOB B KPOBH U3-3a A€HCTBUS THAPOXJIOPTHA3HIA; HEUACTO — AHOPEKCH,
CHW)KCHHUE aNIeTUTa, CHIKCHHE KOHLEHTPAIMU Kalus B KPOBH, JKaXJIa IO MPUYUHE JEHCTBHS
THIPOXJIOPTHA3U/IA; OYCHB PEJIKO — MOBBIIIEHHE KOHLIEHTPALIMH KaJIHs B CBIBOPOTKE KPOBH 38 CYET
BISIHMS PaMMIPHIIA; YacTOTa HEW3BECTHA — CHIDKCHHE KOHLEHTPAIHH HATpHs B KPOBH,
TIIOKO3YpHUs, METabOIMYECKHH aNKano3, THIOXJIOPEMHUs], THIIOMATHHEMHS, THIIEPKATbIHEMHS,
00e3BOXMBaHKE [0 IPUYUHE ASHCTBUS THAPOXIOPTHA3H/IA.

Icuxuueckue Hapywienus: HEYacTO — TMOJABJEHHOE HACTPOGHHE, amaTHs, OEeCIOKOHCTBO,
HEPBO3HOCTB, IPOOJIEMBI CO CHOM, B TOM YHCIIE COHJIMBOCTb; YACTOTA HEU3BECTHA — CITYTAHHOCTb
CO3HaHUsl, OECIIOKOHCTBO, HAPYIIEHHE BHUMAHHSL.

Hapywenus co cmoponbl HepsHoti cucmempl: 4acTO — TOJIOBHAs 60JIb, TOTOBOKPYIKEHHE, HEYACTO
— FOJIOBOKPYKCHHE, TAPECTE3UH, TPEMOP, HApYIICHUE PAaBHOBECHS, HOKEHHE, TUCTEB3HSI, aTEB3US;
4acToTa HEM3BECTHA — LiepedpabHas HITEMHUS, BKITIOYast HIIEMHYECKHH HHCYIILT U TPAH3UTOPHYIO
UIIEMHYECKYIO aTaKy, ICUXOMOTOPHBIE HAPYILIEHHs], HAPYIIEHUs] BOCIIPUATHUS BKycCa U 3aIiaxa.
Hapywenus co cmoponvt opeana 3penus: He4acTo — HApyIIEHHS 3PEHUS, HAIPEMED, TIOMYTHEHHE
3pCHHUS, KOHBIOHKTUBHT, 4YacTOTa HEM3BECTHA — KCAHTOIICHS, CHIDKEHHE CIIE300TIAEICHHUs
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BCJIE/ICTBUE THIPOXJIOPTHA3H/IA, XOPUOMAANIBHBIA BBIIOT, BTOPHIHAS :0CTPAs 8aKPEITOYT0IbHAL
TJIayKOMa W/ OCTpas MHOTIHS, HHIYLUPOBAHHAS THAPOXIOPTHASHAOM.

Hapywenus co cmopoHel opeana cyxa u 1adupunma: He4acTo —THHHUTYC; YaCTOTa HEM3BECTHA
— HapylLIeHHe CiyXa.

Hapywenus co cmoponvl cepOya: HedyacTO — HINEMMs MHOKap[a, BKIIOYas CTEHOKapIMIO,
TaxXUKap/IUI0, APUTMHIO, YIaIlleHHOe cepaueduenne, nepudepudeckuii 0TeK; 4acToTa HEU3BECTHA
— uH(}apKT MHUOKap/a.

Hapywenus co cmopoHbl €0ocy008: HEYACTO — TUIOTEH3Us, OPTOCTATHYECKas TI'MIIOTEH3HS,
00MOpOK, MPHJIMBBI KPOBH; YaCTOTA HEM3BECTHA — TPOMOO03, CBSI3aHHBIH C TSKEIIBIM HEJOCTATKOM
YKUJIKOCTH, CTEHO3 COCYIOB, runonepdy3us, CHHApoM PeiiHo, BaCKyIHT.

Hapywenus co cmoponsl OblXamenvbHol CUCmembl, 0p2aHo8 2pYOHOU KIemKU U Cpe0oCmeHUs.
9acTO — CyXOU pa3apakarolluil Kamiesb, OpOHXHT; HEYacTO — CHHYCHUT, OJIBIIIKA, OTEK CIU3UCTOM
000JI09KH HOCA; OYEHb PEJIKO — OCTPHIi pecrupaTopHbIi auctpecc-curapom (OPZIC) (cm. pasaen
4.4); yactora Heu3BecTHa — OpoOHXOCIAa3M, B TOM 4Hcje, 000CTpeHHe OpOHXHAIbHOH acTMBI,
QIIEPrUYECKUN  abBEOJIMT, HEKAPAMOTEHHBIM OTEK JIETKUX, BBI3BAHHBIA JICHCTBHEM
TUIPOXJIOPTHA3HUIA.

Kenyoouno-xuweunvie Hapyuienusi: HEYaCTO — BOCHAICHHE JKENYIOYHO-KHMIIEYHOTO TPAKTa,
PacCTpoMCTBA MUIIEBApEHUs], OOMH B KUBOTE, JUCIEIICUS, TAaCTPHUT, TOIIHOTA, 3a1l0p, THHTUBHT,
BBI3BAHHBIN I€HCTBHEM MHAPOXJIOPTHA3H/IA; OYEHb PEJIKO — PBOTA, A TO3HBINA CTOMATHUT, IJIOCCHT,
nuapesi, 00JiM B BepXHEH YacTH JKHBOTA, CYXOCTh BO PTY; 4aCTOTa HEM3BECTHA — MAHKPEATHT
(coobmanock o0 crydasx JIeTaTbHOTO HCXO0/1a [IPH IpHeMe HHTUOUTOpoB AITD B HCKIIHOUMTETLHBIX
CIy4asix), IIOBBIIEHHE YPOBHs (hePMEHTOB TIODKEITYIOUHOMN JKENIe3bl, AHTMOHEBPOTHYECKHH OTEK
TOHKOW KHIIKH, CHAJIOa/I€HUT, BBI3BAaHHBIN JIeH{CTBHEM THIPOXJIOPTHA3H/IA.

Hapywenus co cmoponsl nevenu u dcenyesule00suyux nymeil. HEYacTO — XOJIECTATUUECKHH MM
LMUTOIUTHYECKHUM TENATUT (B MCKITFOUUTEIBHBIX CIIydasX CO CMEPTEILHBIM HCXO0JI0OM ), ITOBBIIIEHHE
YPOBHS II€YE€HOYHBIX (PEPMEHTOB W/MIM KOHBIOTMPOBAHHOTO OWIIMPYOMHA, KalIbKYJIE3HBIH
XOJICHUCTUT, BBI3BAHHBIM JEHCTBHEM THMAPOXJIOPTHA3HM[a; YacTOTa HEWU3BECTHA — OCTpas
NIEYCHOYHAs! HEZIOCTATOYHOCTE, X0JIECTATUYECKas JKENITyXa, IIOBPEXIeHHE KIETOK MEUeHH.
Hapywenusa co cmoponbl kodicu u NOOKOINCHbIX MKAHel, He4acTO — aHTHOHEBPOTHYECKHH OTeK (B
UCKIIIOYUTEIIBHBIX CIIyYasX 0OCTPYKIHs AbIXaTEIbHBIX ITyTel H3-3a aHTHOHEBPOTHYECKOTO OTEKA
MOXET IPUBECTH K JIETATBHOMY MCXOMY), IICOPHa30(OPMHBIH JepMAaTHT, THIIEPTUAPO3,
9K3aHT€Ma, B YaCTHOCTH, MaKyJOMalyJjie3Has ChbIlb, 3y, aJIOMNEIHs; YacTOTa HEHM3BECTHA —
TOKCHYECKUH OSIHUACPMANbHBIA HEKponu3, cuHApoM CruBeHCa-J[)KOHCOHA, MHOTO(GOpMHas
SpUTEMa, Iy3bIpyaTka, obocTpeHue rcopuasa, 9KC(OTHATUBHBIH JIEpMaTHT,
CBETOYYBCTBUTEIIEHOCTh, OHMXOJIM3HUC, ITy3bIpUaTas WK JIMXCHOHMIHAS SK3aHTEMA UJIH DHAHTEMA,
KpanuBHHIA, CHCTEMHAs KpaCHasl BOJTYaHKa, BBI3BaHHAS ICHCTBHEM IHAPOXJIOPTHA3UIA.
Hapywenus co cmoponvt mbiuieunoil, ckenemnotl u coeOUHUmMeNbHOl MKaH: He9acTo — MUAJITHS;
9acTOTa HEU3BECTHA — apTpajrds, MBIIIEYHBIE CIa3Mbl, MBIIIEYHAs C€Ia00CTh, MBIIICYHAS
PHUTHHOCTH, BBI3BaHHAs JEHCTBHEM T'HAPOXJIOPTHA3H/IA.

Hapywenuss co cmoponvi novex u Moueebi600suwux nymeii. HEYACTO — [OYEYHAs
HEZIOCTAaTOYHOCTh, BKJIOYasi OCTPYIO IIOYEYHYIO HEIOCTaTOYHOCTh, IOBBIIICHHBIN IHypeE3,
TIOBBIIICHAE YPOBHS MOYCBHHBI B CBIBODOTKE KPOBH, IIOBBIIIEHHE YPOBHS KpEaTHHHHA B
CBIBOPOTKE  KpPOBHM; 4YacTOTa HEH3BECTHA — YXY[AIIEHHE paHee CyIIeCTBOBABIIEH
MHTEPCTHIMATBHOM IPOTEHHYPUH, HEQPHUT, BEI3BAHHBIN JIEHCTBUEM I'HAPOXIOPTHAZH/IA.
Hapywenus co cmopone: penpooykmugnoti cucmemol u MONOUHbIX Jiceie3. HEYACTO — BPEMEHHas
3PEKTUIIbHAA TUCHYHKIHSA; 9YaCTOTA HEM3BECTHA — CHYIKEHHE JTHOUI0, THHEKOMACTHSI.

Ob6wue napywenus u peakyuu 6 Mecme 66e0eHUs.. YaCTO — TyBCTBO YCTAIOCTH, ACTEHHUSI; HEYACTO
— 601 B IpyH, TMXOpajIKa.

* HeMenaHOMHBIH pak KOXKH: Ha OCHOBAHMHM MMEIOLIMXCS JAHHBIX SMHIEMUONOrMYECKHX HCCIIeI0BAHNMN
Mexay ruapoxsoptiasuaom 1 HMPK Gbina BbisiBlIeHa KyMyJIATHBHAS 10303aBUCHMAas B3aMMOCBA3b (CM.
paznensi 4.4 u 5.1).
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Coobujenue 0 n0d03peaemvix HedlcelamebHbIX peaKyusx  puias Muicren: j:‘:“'I;’j;"’-‘{‘l‘l‘,}';j"_’;f"““""”"’
BaxHo coo0marh O TOA03PEBAEMBIX HEXKEIATENbHBIX -PeakHismk—Hoecie—perneTpaniuu
JIEKApCTBEHHOTO Ipenapara ¢ Ielblo 00ecreueH s HeNPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHSA
«II0JIb3a — PHUCK» JIEKAPCTBEHHOTO IIperapara. MeIMIMHCKAM pabOTHHKAM PEKOMEHIyeTcs
coo0IaThs O IOA03PEBaEMbIX HEXeIaTeNbHBIX PEeaKlHUaX JIEKapCTBEHHOrO Iperapara 4epes
HAllMOHAJIBHEIE CHCTEMBI COOOIIEHHS O HEXENaTeIbHBIX pEaKIHsIX TIoCyIapCTB-YICHOB
EBpa3uiickoro 3K0OHOMUYECKOTO CO03a.
Pecny6muxa benapychb
220037, Munck, ToBapuieckuii nep., 2a
VII «lleHTp 3KCTIEPTU3 U UCTIBITAHUHN B 3PABOOXPAHEHUN
Tenedon otnena dpapmakonanzopa: +375 (17) 242-00-29
@axkc: +375 (17) 242-00-29
OnexTponHas noura: repl@rceth.by, receth@rceth.by
Caiit: https://www.rceth.by

4.9 IlepenozupoBka

Cumnmomvl

Cumnromsl nepeno3upoBku HHrHOUTOpoB AII® BIIOYAIOT UYpe3MEPHOE PpaCIIMpPEHHE
nepupepruuecKnx CoCyaoB (C  BBIp@XKEHHOHW THMIIOTEH3WeH, IIOKoM), Opaaukapauio,
JJIEKTPOJIUTHBIE HaApyLIEHWs, IMOYEYHYIO HEIOCTATOYHOCTh, HAPYLIEHHS CEpAEYHOIO0 PHUTMAa,
IIOTEpsl CO3HAHHUSA, BKIIOYas KOMYy, IiepeOpaibHble CYJOpOTH, Mape3bl U NapaTuTHUECKYIO
HETPOXOJMMOCTD KUIIEYHHUKA. Y IPEApPacioIOKEHHBIX MAIIUEHTOB (HalpUMep, IPH THIIEPIIIa3uu
NPEACTATENbHON JKee3bl) MEepPeNO3UPOBKAa THAPOXJIOPTHAZHUIAOM MOXKET BBI3BATh OCTPYIO
3aJIeP)KKY MOYH.

Tepanesmuyueckue mepul

[TanvenT fOMKEH HAaXOOUThCS TMOA  THIATEJABHBIM  HaOMfoJeHWeM. Tepamus  HOCHT
CHMIITOMaTHYECKMHA M TIOANECPXKUBAIOMIMN XapakTep. TepameBTHYECKHE Mephbl BKIIIOYAIOT
NIEPBUYHYIO JE€TOKCHKALUUIO (IPOMBIBAaHHE JKEIyJIKa, BBEIACHHE aJcOpOeHTa) W Mephl [0
BOCCTAHOBJIEHHIO FEMOJJMHAMHUYECKOro OanaHca, TaKie Kak BBeJeHUE anb(da- 1 -aapeHeprauecKix
aroHUCTOB MM aHruoreHsuHa II (anrumorensunamuna). Pamunpunar, akTUBHBIA METaOOIUT
PaMUIPHIIA, TIJIOXO BBIBOAUTCS M3 00IIEr0 KPOBOTOKA IIPH FeMOIHAITH3E.

5. PAPMAKOJIOTTYECKHUE CBOVMICTBA

5.1 ®apmakoaHAMHYECKHE CBOCTBA

@®apmakoTepaneBTHYecKas rpynmna: Cepaedno-cocyaucras cucrema. CpeicTBa, BIHAIOLINE HA
PCHUH-aHTHOTEH3UHOBYIO cucTeMy. MHrHOUTOpBI aHrHOTEH3MH-TIpeBpalnammero GpepMeHTa B

KOMOMHAIIMHM ¢ IPYTUMH CpeCcTBaMH. VIHTHOUTOPEI AHTHOTEH3UH-TIPEBPAIIAIOIETO (PEPMEHTA.
Koa ATX: C09BAOS.

Mexanuszm oeticmeusn

Pamunpun

Pamunpunar, akTUBHEIA MeTaGOJIHT MpONEKapcTBA pPAMUINPHIA, HHTHOUPYEeT (epMeHT
punentuaunkapbokcunenTuaasy-l  (Takke W3BECTHBIA KAk — aHTHOTEH3MHIIPEBPANIAIONIHIL
(epMenT wm kuHMHA3a-II). DTOT epMeHT KaTamM3MpyeT B ITa3Me M TKAHSX IIPeBpAIleHHE
aHTHOTeH3uHa-I B BemecTBo, 06IaaroIee coCy10CyKUBAIOIIUM AeHCTBHEM, aHTHOTeH3uH-11, 1
paciienyieHue OpaaWKMHHHA, OOJNaJaroero COCYIOpacHIUpAIOmUM aeicTBHeM. CHIKEHHE
oOpasoBanus aHrmoTeHsuHa-Il W HHrUOWpOBaHWE Jerpajallid OpaJMKMHMHA IPHBOIIT K
PaCIIMPEHHUIO COCYIOB.

Iockonpky anruoTeHsuH-1I Taxke CTHMYIHMPYET BBICBOGOXKIEHHE ANbIOCTEPOHA, PAMHIIPHIIAT
BBI3BIBAET CHHIKEHHE CEKPEIUHU aTbJOCTEPOHA.

CpenHecTaTHCTHYECKHE TEMHOKOXKHME MAlMEeHThl C THIEPTOHMYECKOH 6oie3nbio  (adpo-
JaTHHOAMEPUKAHIBI), oblafmast HU3KOM aKTHBHOCTHIO pEHHMHA, pEXe pearupoBald Ha
MoHOTepanuio uHruburopamu AIID, yem mpencTaBUTeNN APYrUX pac.
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Ci)[‘ \ll‘l‘ \H(;
HCTEPCTBOM 31IPABOC OXPAHEHUA
PECITYBJMKYU BEJIAPYCD

: S HUA
TIpnkasz Munncrepcrsa ABOOXPAHEeH!

T'uopoxnopmua3suo PecyGmukit Beaapycs
['mapoxiopTHazui OTHOCHTCS K TpyIIe THA3HUIHBIX nnypemxos—-'"AHmmﬁ"épTeHmBHLIH
MeXaHU3M JeHCTBHS THA3MAHBIX JMYPETHKOB [0 KOHIA He u3ydeH. OHM MHIHOUPYIOT
peabcopOIHi0 HATPHs U XJIOpa B AUCTAIBHBIX KaHalblax. [IoBEIIIEHHAs MOYeYHas SKCKPEIUsa
5THX HOHOB YCHIMBAETCS (M3-32 OCMOTHYECKOTO CBS3BIBAaHUS BOJIBI), CONPOBOXKIAACH
yBeJInYeHHeM 00beMa MOYH. BriBeieHre Kaisl 1 MarHus TaK)Ke YBEJIMUMBAETCS, B TO BpeMsl Kak
BBIBEJICHME MOYEBOM KHCJIOTHI, HAIIPOTHUB, YMEHBINACTCS. BO3MOXHBIA MEXaHU3M JCHCTBHUA
THIPOXJIOPTHA3H/IA, CBI3AHHBIH C CHIDKEHHEM apTepUalIbHOTO JaBJICHHs BKIIOYACT U3MCHEHUE
Oananca HaTpus, yMeHbIIEHHE O0beMa BHEKJIETOYHON MXHUAKOCTH U IUIA3MEHHOro 00beMa,
U3MEHEHHE CONPOTUBIICHHS IMOYEYHBIX COCY/IOB, a TAK)KE CHU)KEHHE PEaKLMi Ha HOpaJApeHaInH
¥ aHruoteH3us-II.

Dapmakoounamuka

Pamunpun

IlpueM pamunpuna BbI3BIBAET 3aMETHOE CHIDKEHHE INepUEepHYecKoro apTepHalbHOIO
conpoTHBieHUs. Kak mpaBuio, 3Ha4UTEIbHBIX M3MEHEHHH B MOYEYHOM IUIa3MEHHOM IIOTOKE H
CKOPOCTH KITyOO4YKOBOH (HIBTpAIIMU HE IIPOUCXOAUT. [IprieM paMHIIpHiIa IPUBOIUT K CHIIKEHHIO
apTEpHaJIbHOTO [JaBJICHHUS B IIOJOXKEHWH JIe)Ka M CTOS y IALMEHTOB C THIEpTEH3HeH Oe3
KOMIIEHCATOPHOI'O MOBBIIIEHUS YaCTOTHI CEPICYHBIX COKPAIIEHHH.

VY GonbIIMHCTBA MAMEHTOB aHTUTUIIEPTEH3UBHOE JEHCTBHE IPOSBIAETCS MPUMEPHO depe3 1-2
Yaca I1ocjie IIpUeMa BHYTpPb OJAHOKPATHOM N03bl. MakcuMalbHbIH 3G eKT 0OBIMHO JOCTUTACTCS
yepe3 3-6 4acoB MOCie MEPOPATbHOTO IMpHUEMa OJHOKPATHOM J03bl. AHTHTUIIEPTEH3HMBHOE
JEWCTBHE OHOKPATHOM J103BI, KaK MPaBUJIO, ITUTCS 24 Yaca.

MaxkcuManbHBIH aHTHTHIEPTEH3UBHBIN 3G (EKT NPU [UTHTEILHOM JIEYCHHH PAMUIIPUIOM 00BIYHO
nocruraeTest yepes 3-4 Henenu. J[oka3aHO, YTO aHTUTHIEPTEH3UBHBIN 3(D(GEKT MOCTOSHEH MPH
JUINTENIbHOHN TepaIiy B TeYeHHeE 2 JIET.

Pe3koe npexpaleHre npremMa paMUIIpUiIa He IIPUBOIAUT K OBICTPOMY YPE3MEPHOMY MOBBIIIEHHIO
apTEpUAJIbHOTO JIaBJICHHS.

T'uopoxnopmuasuo

Ilpy TpUMEHEHHH THIPOXJIOPTHA3HWAA AWype3 HAYMHAETCS B TEYEHME 2 4YacoB M JUIMTCA
NPUOJM3UTENBHO 6-12 YacoB, IPH 3TOM MaKCHMAabHBIH 3 (eKT JocTHraeTcs yepes 4 yaca.
Hayajio aHTHrunepTeH3MBHOTO AeHCTBHS HACTYIIAET Yepe3 3-4 IHSA M MOXKET JUTUTBCS JI0 | Heflenu
TI0CJI€ TIPEKPAIEHHS TepaIuy.

AHTHTHIIEPTEH3UBHBIH 3((DEKT COMPOBOKIAETCS HEGONBIIMM YBETHYEHHEM (UIBTPALIHOHHOI
(pakuuy, 10YEYHO-COCYIUCTON PE3UCTEHTHOCTH U aKTHBAIMEH PEHUHA B ITa3Me KPOBH.

Knunuueckan sgpghekmusrnocms u 6e3onacnocme

Oonoepemennblii npuem pamunpuia u 2uOpoOXI0pmMuUasUda

B Xone KIMHHYECKMX HCIBITAHWH KOMOMHALMS NpUBENa K NalbHEHIIEMY 3HAYHTEILHOMY
CHMDKCHHIO apTepHaIbHOIO JAaBJICHHs 110 CPAaBHEHMIO C BBEJECHHEM KaXIOT0 M3 3THX JAHHBIX
NpenapaToB IO OTHAEIBHOCTH. IIpeAnmonoXuTenbHO H3-3a OJIOKaAbl pPEHHH-aHIHOTEH3HH-
aJTbI0CTEPOHOBOM CHCTEMBI, OTHOBPEMEHHBIH ITPHEM PaMHUIIPHJIA M THAPOXJIOPTHA3HIA TIPUBOIUT
K 0OpaTHMOM IOTepe Kaylusl, CBA3aHHOM C 3THM KJIacCOM JMypeTHKoB. KoMOMHAIHMS HHrHGHTOpA
AIlD ¢ THasUIHBIM JMYPETHKOM OKa3bIBAET CHHEPreTHYECKHH 3P(EKT H yMEHbIIAET PHUCK
TUTIOKAIMEMUH, CIIPOBOLIMPOBAHHOM CaMOCTOSTEIbHBIM IIPUMEHEHHEM JIHYPETHKOB.

[eounas 6r0kada penun-anzuomensun-anb0ocmeporosoii cucmems (PAAC)

JBa KpyIHBIX paHIOMH3HPOBAaHHBIX KOHTpPOJMpyeMbIx uccienoBanuss ONTARGET (ONgoing
Telmisartan Alone and in combination with Ramiprii Global Endpoint Trial — Tekymee
r100abHOE HMCIBITAaHHE KOHEYHBIX TOYEK TeJIMHCApTaHa, OTAENbHO M B COYETAHHMH C
pamunpuiom) 1 VA NEPHRON-D ("The Veterans Affairs Nephropathy in Diabetes" —
Kimnuueckoe ucenenoBanue, CBsi3aHHOE ¢ pa3BUTHEM HeponaThu Mpu AuabeTe, MPOBEICHHOE

15



<

a2l A

COTJIACOBAHO
VABUCTEPCTREOM 3PABOOX PAHEHUHA
PECIIYBIANKY BEJAPYCH
[Mpukas MUHMCTEPCTEA 3/(DABOOX PAHEHIS

MunwucrepcerBoM o aenaM BetepaHoB CIIIA) u3ydanu UCI0/Ib30BaHKHES KOMONHAIIHM HEI:}:IﬁHTOpa
ATI® u aHTaroHMUCTa PENENTOPOB aHTHOTEH3UHa-1I.

UccnenoBanne ONTARGET mnpoBoauiocs y MalMEHTOB C CEPACHYHO-COCYIUCTBIMH HIIH
1epeOpoBacKyIApHEIMU  3a00JIEBaHUAMK, a TaKKe caxapHbIM jguabeTom 2 THma, C
JI0Ka3aTebCTBAMH TOBpeXieHus opraHos-mumenei. Mccnenosanne VA NEPHRON-D Gsuto
IIPOBEIEHO Y MAIMEHTOB C CaxapHbIM quabeToM 2 TUna U quabeTHyeckoi HedponaTuei.

OTH HCCIeOBaHHWs HE MPOJAEMOHCTPHPOBAJIA 3HAYMTEIBHOIO IIOJIO0XKHMTEIHHOTO BIIMSHHUSA Ha
MOCJIEJICTBUS, CBS3aHHBIE C IOYEYHBIMU H/MIIM CEPIEYHO-COCYAUCTHIMM HAPYUICHUAMH |
CMEPTHOCTBIO, OJHAKO HAOJIOMANICS IMOBBIMIECHHBIH PUCK THIEPKAIAEMHH, OCTPOH IOYEUHOM
HEJIOCTATOYHOCTH W/UIIU THIIOTEH3UH 110 CPABHEHHIO C MOHOTEpAIueil.

VuutbBass (apMakoIUHAMHYECKHE CBOMCTBAa M3yYaeMBIX IpenapaToB, JaHHBIE PE3yIbTAThI
TaKk)K€ MOTYT OBITh HHTEPIPETHPOBAHBI 110 OTHOIIEHHIO K apyruM uHruoOutopam AIID u
AQHTarOHMCTaM PELENTOPOB aHTHOTeH3UHa-11.

Takum o6pazom, naruduTOps! AII® M aHTarOHUCTH peuenTopoB aHTHOTeH3UHA Il He TOJDKHBI
OIHOBPEMEHHO IIPUMEHSTHCS Y AIMEHTOB ¢ qruabeTH4eckoi HedponaTuen.

Hccnenosanue ALTITUDE ("Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and renal
Disease Endpoints "- xinHIYeCKOe HCCIIEM0BaHUE, TIPOBEACHHOE C AIMCKMPEHOM Y TAIHEHTOB C
caxapHbIM JUabeToM 2 THIIA C UCTIOIB30BAHHEM CEPICYHO-COCYAUCTHIX U IIOYEYHBIX 3a00IeBaHIN
B KQUeCTBE KOHEYHBIX TOYEK) M3ydaslo II0JIb3y BBEJCHHUS ATMCKUPEHA B CTAHAAPTHYIO TEPAIHIO
vuHruouTopaMu All® wnu aHTaroHWCTaMH peUENTOpOB aHrHoTeH3uHa-II y mMmamueHToB c
caxapHbIM JuabeToM 2 THIIAa U XPOHHYECKUMH 3a00JICBAHUSMH M0YEK, CEPACIHO-COCY TUCTHIMHU
3a00JI€BaHMsAMH HJIM M TeM, U IpyruM. MccinenoBanue GbUIO IPEXIEBPEMEHHO MPEKPAIIEHO U3~
3a TIOBBIIEHHOI0 pPHCKAa HEOIAarompHATHBIX mHocueacTBuii. CMepTh B pe3ysibTaTe CepiAedHO-
COCYIHMCTBIX 3a00JIeBaHMH U MHCYJIBT Yalle BCTPEYAIKCh B IPYIIIE aJUCKUPEHA, YeM B IpyIa
wiane6o. HexenarenbHble peakiuy, mpeCTaBIAIOMME HHTEPeC (THIIEPKATMEMHS, THIIOTOHHS U
nUCOYHKIHUS TTOYEK), a TAKXKE CEPhe3HbIE HEXKeIaTeIbHbIE PEAKIIMY Yallle HabIIoJaliuch B TPYIIIE
QJIIMCKUPEHA 10 CPaBHEHUIO C TPYIIOi mianeso.

Hemenanomuulii pax kosicu

Ha ocHOBaHMH NaHHBIX SMHIEMUOJIOTHYECKUX HCCIENOBAHMM ObLIa BHISBIECHA KyMYJIATHBHAS
/10303aBUCHMasl B3aUMOCBS3b MEX/y IIPUEMOM THAPOXJIOPTHA3UIA B PA3BUTHEM HEMEIAHOMHOTO
paka koxu. OMHO HCCIEOBaHHE BKIIFOYAIO MOMYJISALMIO, COCTOAIYI0 M3 71533 ciydaes
0a3aIbHOKIIETOYHON KapIHHOMBI U 8629 Cllydaes III0CKOKIETOYHOH KapIMHOMBI, B KOHTPOJIBHOM
rpynne w3 1430833 wu 172462 ciydaeB, COOTBETCTBEHHO. IIpMMEHEHHE BBICOKHMX J03
rHApoxjiopTHasuaa (CymmapHas Jjo3za >50000 wMr) XapakTepu3oBalloch — CIIEAYIOLIMM
CKOPPEKTHPOBaHHBIM OTHOILIEHHEM maHcoB 1,29 (95% JIU: 1,23-1,35) s 6a3aapHOKIETOYHOM
KapuuHoMel u 3,98 (95% JIU: 3,68-4,31) 1is IUIOCKOKJIETOYHOM KapuuHOMBL Ilpu
0a3aNbHOKIETOYHOH KaplMHOME M IIOCKOKJIETOYHOM KaplMHOMe HaOJIoNanach BBIpaXKEeHHAS
KyMyJIATHBHAs 3aBHCHUMOCTb 103a-3(pdexr. [lpyroe wHccreqoBaHHe MOKA3aI0 BO3MOXKHYIO
B3aMMOCBSA3b MEXJAYy pakoM TIyObl (IIOCKOKJIETOYHOW KaplMHOMOW) M BO3JEHCTBHEM
ruapoxiopraasuaa: 633 ciaydas paka ry6bl cooTBeTcTBOBamH 63067 ciiyyasM B KOHTpPOJILHOM
rpymnme. (MCIoJb30Banach CTPaTerus BHIOOPKU C y4eToM pucka). KyMylIsTHBHAs 3aBHCHMOCTD
no3a-3¢p ekt OblTa MPOIEMOHCTPHPOBAHA MOCPENCTBOM CKOPPEKTHPOBAHHOTO OTHOLICHHS
IaHCoB, KoTopoe coctasisuio 2.1 (95% IU: 1,7-2,6). [Tokasarens yBenuuusancs 1o 3,9 (3,0-4,9)
IIpH TIPUMCHEHUM BBICOKHX 103 ruapoxiopruasuaa (~ 25000 mr) u mo 7,7 (5,7-10,5) npu
IPUMEHEHHH HauboJiee BEICOKUX KyMYIATHBHBIX 103 npenapara (~ 100000 mr) (cum. pasnen 4.4).

L ——————————— I — P

3.2 ®apmakoKHHETHYECKHE CBOICTBA

Pamunpun

Abcopbyus

Pamunpun GBICTpO BcackIBaeTCs W3 IKENYAOYHO-KMIIEYHOTO TPakTa MOCIE IEPOpPaTbHOro
BBE/ICHHUS; MaKCHMaJIbHBIE KOHIIEHTpalMM B IIa3Me JOCTUTAIOTCS 4Yepe3 4Yac Iocje IpHeMa
BHYTPb. [IpHMMas BO BHUMaHKHE BOCCTAHOBIIEHHE B MOYE, CTENEHD BCACHIBAHHMS COCTABIIAET HE
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COIIACOBAHO
MUHUCTEPCTBOM 31IPABOOXPAHEHUA
PECIIYVBJIMKHY BEJIAPYCH
MeHee 56% M He OKa3bIBAET CYIIECTBEHHOTO BIIMSHHS Ha IPHEYTCT Ve TIFIIH B OKeJLYIOHHO-
KMIIEYHOM TPaKTe. BHOMOCTYIHOCTh paMUIIPUIIATA, AKTHBHOIO-MeFa0esiTa-PaMUIIPUIIA, TI0CTIE
[EpPOPAILHOTO IIpUeMa 2,5 MI' U 5 MT paMHIIpHIIa cocTaBiseT 45%. MakcuMalibHast KOHICHTPaLUs
pamMuIpuiaTta B IUIa3Me KpPOBH JIOCTHraercst uepe3 2-4 dyaca IOC/€ MEPOpPAbHOTO IpHeMa
pamunpuia. MakciMalbHbIe paBHOBECHBIE KOHIIEHTPAIIMH PaMUIIPUIIATa B IJIa3Me KPOBH I10CIIE
€)XETHEBHOTO OJHOKPATHOTO IpHeMa OOBIMHBIX 03 paMMIIpHJIa JOCTUTalOTCS MPUMEPHO Ha
YEeTBEPTHIN JE€HD JICYECHUSI.
Pacnpeodenenue
Cas3piBaHHe pamurnpuwia ¢ Oenkamu IUla3Mbl KPOBU COCTABIAET OKOJO 73%, a CBA3bIBAHHE
pamuIpuiiata — okoyo 56%.
Buompancgopmayus
PaMunpuin moytH moJHOCTBIO MeTaboIM3UpyeTCs 10 paMHUIIpUiIaTa, a Takke CIOKHOro sdupa
JUKETONHUIIEpa3uHa, JUKETONUIEPAa3HHOBOM KHCIOTHI M TIJIOKYPOHHIOB paMMIIpHIIA H
paMHuIIpHIIaTa.
Inumunayus
BeiBeneHre MeTa0ONUTOB  IMPOMCXOJUT MPEHMYIIECTBEHHO MouykaMd. KOHIEHTpanuu
paMuIpuiIaTta B IUIa3Me€ KPOBH CHIDKAOTCS mojiudasHo. M3-3a CHIBHOTO HACHILIIAIOLIETO
cBa3piBaHus ¢ AII® u MemIeHHOro OTIIEIUIEHUS OT (epMeHTa paMHIIPUIAT IEMOHCTPUPYET
JUIATENIbHYI0 KOHEYHYIO (a3y OSIMMHUHALMU TPH OYEHb HHU3KUX KOHIIEHTpAIMSX B IUIA3Me.
O exTUBHBIA NEPUOJ NOIYBBIBEACHHsS PAaMHIPHJATA IMOCIE MOBTOPHOrO mpuema S5-10 mr
pamunpuia 1 pas B cyTku coctasisieT oT 13-17 yacoB u Gosee npu nprieMe Gosiee HU3KHUX /103
(1,25 Mr — 2,5 mr). Oto paznuume OO0YCIIOBIEHO HACBHIIIEHHEM CBA3LIBAIOIIEH CIIOCOOHOCTH
(epmenTa ¢ pamunpunaroM. Ilociie mepopasbHOro MpreMa OJHOKPATHOMN 1036 PAMHIIPHIIA, HHA
PaMHIIPHIL, HA €70 MeTab0IUTHI He OBLTH 00HAPYKEHBI B TpyAHOM MoJtoke. OHako 3¢ ekt mocrne
MHOT'OKPaTHOTO IPUMEHEHHUS HEM3BECTEH.
Iayuenmul ¢ Hapywenuem ynkyuu novex
[Toueynas SKCKpenus paMHIPUIATa CHUXKAETCA y TAlMEHTOB ¢ HapyleHHeM (yHKIMH T10YeK.
[Toueunslii KIMpPEHC paMHIPHIATA IPOMOPLHOHAIEH KIHPEHCY KpeaTHHMHA. JTO NPUBOIHMT K
YBEIIMYCHHIO KOHIEHTPAllMM DPaMHUIIpHJIaTa B IUIa3Me, KOTOpas MeEUIEHHEE CHIDKAETCS II0
CPaBHEHHIO C MAIIMEHTAMH C HOPMaJIbHOU QyHKIMEH moyek (cm. pasnen 4.2).
Ilayuenmol ¢ napywenuem Gynkyuu neuenu.
Y naunueHToB ¢ HapymeHHeM (yHKIHMeH NeYeHH MpeoOpa3oBaHME PAMMIIPHIA B PAMUIIPHIAT
3aMEJUIeTCS HW3-3a CHHDKCHHS aKTHBHOCTH II€YEHOYHBIX OdcTepas. Y OTHX IIal[MEHTOB
HaOJIO/IaeTCsl MOBBINCHHEBIH YPOBEHb pAMUIPHIA B CHIBOPOTKE KpOBH. TeM He MeHee,
MaKCHMallbHasl KOHLEHTpAllMs paMMIpUIaTa B IUIa3Me€ KPOBH Y MAIMEHTOB C HapyUICHHEM
(yHKIMEl TeYeHN HICHTHYHA TAKOBOH y AIMEHTOB CO 3/10pOBOH Ne4YeHsblo (cM. pazzaen 4.2).

T'udopoxnopmuazuo
Abcopbyus
Oxomno 70% ruapoxnopTuasua BCachlBAETCS U3 JKEIyJOYHO-KUIIEYHOTO TPAaKTa IoC/Ie pHeMa

BHYTpb. |IMK KOHIIEHTpauy ruapOXIOpTHA3H/IA B IIIa3Me KPOBH JOCTUTaeTcsl B HHTEpBase 1,5-
5 yacos.

Pacnpeoenenue

CBsi3bIBanMe THAPOXIOPTHA3K/A C GEKaMK MIa3Mbl KPOBH cocTasiset 40 %.
Buompancopmayus

I'uapoxsiopTHasuy moBepraeTes He3HAYUTETHHOMY MeTa00IH3MY TIEUEHH.

Snumunayus

I'upoxnopTrasu/ BEIBOXUTCS IIOYTH MOJHOCTHIO (> 95%) B HEM3MEHHOM BHJE Yepe3 mouku; S0-

70% omHOKpaTHO# MepopabHOM 10361 BEIBOIATCS B TeUSHHE 24 4acoB. [Tepuon moTyBBIBEICHUS
COCTaBJIIET OT 5 10 6 4acos.

Ilayuenmei ¢ noyeunou HEOOCMamMouYHOCMbIO
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COI'IACOBAHO
IMHUCTEPCTBOM 8/IPABOOXPAHEHMUA |
PECITYBJIMKU BEJIAPYCH
[pukas MuuucrepeTrg 3ApaBoOOXpaHeHU s

[Toueunas SKCKpeNus TMAPOXJIOPTHA3H/IA CHIDKEHA y TAlIHEHTOB C HapyFeHHeM: (PYHKIHH [I0UCK,
¥ TI0YEYHBIA KJIHPEHC MHAPOXIOPTHA3U/Ia TIPOTIOPIHOHAIBHO CBA3aH ¢ KIMPEHCOM KpeaTHHIHA.
OTO NMPUBOJMUT K YBEIWUCHUIO KOHIIEHTPAllMM TMIPOXJIOPTHA3HIa B IUIa3ME KpOBH, KOTOpasd
CHUJKaeTcs MeJUIeHHee, 4eM y TallMeHTOB ¢ HOPMaIbHOU (QyHKIHeH movek (cM. paszaen 4.2).
Ilayuenmei ¢ neuenoyHol HeOOCMAMOYHOCMbIO

VY mamMeHTOB ¢ IUPPO30OM MeveHH (apMaKOKWHETHUKA THIAPOXJIOPTHA3U/a 3HAYMTEIILHO HE
MeHseTcs. PapMakOKMHETHKA THAPOXJIOPTHA3HJAa HE HM3ydaylach y IALMEHTOB C CEPAEYHOM
HEJOCTaTOYHOCTHIO (cM. pazzaen 4.2).

Pamunpun u 2udpoxnopmuasud

CoBMecTHBIH TpUeM paMHUIIpHIIA ¥ THAPOXJIOPTHA3U/1a HE BIUSET Ha OUOIOCTYITHOCTD OTAEIBHBIX
KOMIIOHEHTOB. KOMOMHHMpOBaHHBIH IpemapaT MOXXET CUUTaThCsl OMOIKBUBAJIIEHTHBIM
JIEKapCTBEHHBIM IIperapaTaM, CoAepKalliM JeHCTBYIONINE BEIIECTBA 110 OTAEIBHOCTH.

5.3 laHHbIE JOKJIHHHYECKOH 0€30aCHOCTH

V KphIC U MbIlIeil KOMOUHAIIUS paMUIIpHIIa U THApoXIopTHasuaa 1o 10000 Mr/kr Maccel Tena He
IIPOJIEMOHCTPUPOBAIa OCTPOH TOKCHYHOCTH. VICCrenoBaHUS TOKCHYHOCTH IOBTOPHBIX 103 Ha
KphbICaX ¥ 00€3bsiHaX BBIIBUIIN HCKITIOYUTENIFHO HApyLIEHHs JJICKTPOJIUTHOrO OanaHca.
HMccnenoBanuss MyTareHHOCTH M KaHIEPOTEHHOCTH O3TOM KOMOWHALMM HE MPOBOIHIINCE,
IIOCKOJIBKY B HCCJIEJOBAaHHAX C UCIIOJIb30BAHUEM OTAEIBHBIX KOMIIOHEHTOB PUCKOB BBISIBIICHO HE
ObL10.

PenpoayKkTHBHBIE HCCIIEJOBAaHHS Ha KPBICAX M KPOJIMKAX MOKA3a/Id, 4T0 KOMOMHAIMS PAMHUIIPHIIA
U TUAPOXJIOPTHA3U/Ja HECKONIBKO Oojiee TOKCHYHA II0 CpPaBHEHHIO C CAMOCTOSTETbHBIMH
KOMIIOHEHTaMH, OJTHAKO Te€paTOreHHbIN 3P dekT koMOuHanuy He ObLT IPOIEMOHCTPHPOBAH HH B
OJTHOM HCCIIEJOBAaHHH.

6. PAPMALIEBTUYECKHE CBOMCTBA
6.1 IlepeueHb BcrioMoOraTe/IbHbIX BelIeCTB
Pamunonz Ilnroc, 10 m2/25 mz, mabnemxu
Bcnomozamenvhuie sewyecmea:

HaTPHsI KpaXMaJITITUKONAT (THIT A),
runpomesiosa (2910),

JIaKTO3a MOHOTHJpAT,

xenesa okeu kpacHsli (E 172),

HATpHs cTeapuia Gymapar,

LEJUTIONI03a MUKPOKPUCTAITHYECKAS.

Pamunone Ilnroc, 10 m2/12,5 mz, mabnemxu
Bcnomozamenvuvie 6ewecmea:

HaTPUs KPaXMaJIITTHKOJIAT (THIT A),
runpomesuiosa (2910),

JIAKTO3a MOHOTHpAT,

HaTpHs cTeapuia pymapar,

LEJUTI0JI03a MUKPOKPHCTAITHYECKAS.

Pamunonz Ilnroc, 5 m2/25 m2, madnemku
Bcnomozamenvuuie sewyecmea:

HATpHsI KpaXMaJITIMKOJIAT (THIT A),
runpomerniosa (2910),

JIaKT03a MOHOTHU/IPAT,

xKenesza oxeun xentoii (E 172),

HaTpHs cTeapuia pymapar,
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LEJUTI0JIO3a MUKPOKPUCTAJUTHIECKAs. [puxaa M

Pamunone Ilnroc, 2,5 m2/12,5 m2, mabaemku
Bcnomozamenvhvie sewjecmsa:

HATPUs KPaXMaJITJIUKOIAT (THI A),
runpomerniosa (2910),

JIaKTO3a MOHOTH/IPAT,

xene3a okeup xenteid (E 172),

HaTpus cTeapuia pymapar,

EJUTIOI03a MUKPOKPHCTAIITHYECKAS.

6.2 HecoBmMecTHMOCTD
He npumenumo.

6.3 Cpok rognoctu
2 ropa.

6.4 OcoOble MepbI IPEIOCTOPOKHOCTH MPH XPAHEHUH
XPpaHUTH B 3aIUIIEHHOM OT BJIard U CBETa MECTe IIpU TeMiepatype He Bbimre 25 °C.

6.5 Xapakrep u coaep:kaHHe MEPBUYHOM YIIAKOBKH

Hosuposka 10/25 mr: mo 10 TabGneTok B KOHTYPHOM SYEWKOBOM yMAKOBKE W3 ILICHKH
TIOJIUBUHMIIXJIOPUAHON U (onmbru amomMuHUeBOH. [10 TpU KOHTYpHBIE SYEHKOBBIE YITAKOBKH
BMECTE C HHCTPYKIHEH 110 MEAUIIMHCKOMY IPUMEHEHHUIO B MTAUKe U3 KapTOHA.

Hoszuposku 10/12,5 mr, 5/25 mr, 2,5/12,5 mr: mo 10 TaGeTok B KOHTYPHOU SYEHKOBOH yIIAKOBKE
U3 IJICHKH IOJMMEPHOH M (osbru amoMuHHeBOH. [10 TpU KOHTYpHBIE SYEHKOBBIE YITAKOBKH
BMECTE C HHCTPYKIUEN 110 MEAUIIMHCKOMY IIPUMEHEHHIO B [TAYKe M3 KapTOHA.

6.6 OcoObie Mepsl NpPEJOCTOPOKHOCTH NPH YHHYTOKEHHH  HCIIOJIL30BAHHOIO
JIEKADCTBEHHOr0  mpemapara MJIHM  OTXOI0B, TMOJYYEHHBIX I0CjI€e NpPHMEHEHHs
JIEKAPCTBEHHOI0 NIPeNapaTa uin padoThl ¢ HUM

Her oco6bIx TpeboBaHuit K yTHIM3ALMH.

OcTarku IeKapcTBEHHOTO IpernapaTa i OTXO/BI CIIEAyeT YHHUTOKHTE B YCTAHOBIEHHOM HOPS/IKE.

6.7 YcaoBus oTnmycka
ITo penenty Bpaya.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS

COOO «Jlexdapm», Pecrybiuka benapycs, 223141, r. Jloroitck, yi1. Munckas, 1. 2a, k.301.
Ten./baxc: (01774)-53801.

OnextponHas moura: office@lekpharm.by.

IIpemensuu nompebumenei nanpasisime no adpecy:

COOO «Jlexkdpapm», PeciyGivka Benapycs, 223141, . JIoroiick, yi1. Munckas, 1. 2a, . 301.

Ten./paxc: (01774)-53801.

Onextponnas noura: office@lekpharm.by, sideeff@lekpharm.by.
8. HOMEPA PETUCTPAIIMOHHBIX YIOCTOBEPEHUI
9. IATA IIEPBUYHOM PETUCTPALIA

10. JATA IIEPECMOTPA TEKCTA
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OOmass xapakTepUCTHKa JIEKapCTBEHHOro Tpemapara Pamdionr it yemocTynHa Ha
odunmanbHOM caiiTe YHOJNHOMOYEHHOro opraHa rocyaapctBa YII «lleHTp skcneptu3 u
UCTBITAHUH B 3[paBOOXPAaHEHUU)» B MH(OPMAIIMOHHO-KOMMYHHKAI[MOHHON ceTH «VHTepHeT»
https://www.rceth.by.
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