OBIIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMHME JIEKAPCTBEHHOI'O IIPEITAPATA

Homumnpen A, 0,625 mr+2,5 mr, TableTKH, TOKPHITHIE TUIEHOYHON 000JI0UKOH.

2. KAYECTBEHHBIN U KOJJMYECTBEHHBIN COCTAB

JelicTBytolMe BENIeCTBA: MHAMaMU/I + MEPUHIOPUIT

Kaxnas Tabnerka, MOKpHITasl MICHOYHOW 00050ukoi, comepxkut 0,625 Mr mHAamamuiga u
2,5 Mr nepuHIoNpuiIa apruHuHa (CooTBETCTBYET 1,6975 MI OCHOBaHMSI IEPUHAOIIPUIIA).
BcnomoraTenbHble BelllecTBa, HATMYUE KOTOPBIX HA/I0 YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJakTo3bl MOHOTHUIpaT — 74,455 Mr (cM. pasnen 4.4).

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.
3. JIEKAPCTBEHHAS ®OPMA

TalneTku, MOKPBITHIE TNICHOYHOH 000I0UKOM.
[IpononroBareie TabIETKH, MOKPHITHIE TUIEHOUYHONH O0OJIOYKOM, Oenoro mpera, ¢ pUCKOW Ha
00enx CTOpoHax.

Jlunus pasznoma (prcka) He IpeAHa3HAuYeHA TSl pa3ielIieHUs Ta0IeTKY.

4. K/IMHHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHUIO

[Ipenapar Honmumnpen A mokaszaH K MPUMEHEHUIO Y B3POCIBIX.

e DcceHIUaNbHAs TUIIEPTEH3US;
e VY NanMeHTOB C apTEePUAIBHOM TUIMEPTEH3MEW W cCaxapHbIM auabeToM 2 THma it
CHI)KEHMSI PUCKA Pa3BUTHSI MUKPOCOCYAMCTBIX OCJIOKHEHUH (CO CTOPOHBI MOYEK) U

MaKpOCOCYIUCTBIX OCIOXKHEHH MPU CepAeUHO-COCYTUCTHIX 3a00IeBaHUSIX.

4.2. Pe:xum 103MPOBAHUSA U CNIOCO0 MPUMEHEHM S

PexxuM 103upoBaHus

QCCQHL;MaJZbHa}l cunepmen3ust

ITo 1 TabneTke nexapcTBeHHOro npenapara Homunpen A 1 pas B CyTKH.



[To BO3MOXXHOCTM TMpHEM I[IpernapaTa HayMHAIOT € Toa0Opa 103 OJAHOKOMIIOHEHTHBIX
npenapaTtoB. B ciiydae KIMHHYECKOH HEOOXOAWMOCTH MOKHO PacCMOTPETh BO3MOXKHOCTh
Ha3HAueHUs KOMOMHHMPOBAHHOW Teparmuu mpenapatoM Homunpen A cpa3dy mocie
MOHOTEpAIHH.

Y nayuenmos c apmepuanvroti cunepmensueti u caxapHolm ouabemom 2 muna Oiisi CHUNCEHUS
PUCKA pa3sumusi MUKPOCOCYOUCMbBIX OCTONACHEHUL (CO CIMOPOHbI NOYEK) U MAKPOCOCYOUCMBIX
OCIOACHEHULL OM CePOeYHO-COCYOUCMBIX 3a001e8aHUl

ITo 1 Tabnerke ynekapcrBeHHoro mpemnapara Homunpen A, 1 pa3 B cytku. Uepe3 3 mecsia
TEepanuu, MpPH YCIOBHUU XOPOLIEH MNEpPEeHOCHUMOCTH, BO3MOXKHO YBEJIMYEHHE A03bl 10 2
Ta0JETOK JIeKapcTBeHHOTo mpemnapara Homumpen A 1 pa3 B cyTtkm (unu mo 1 TaGrneTke
nexapcTBeHHoro npenapara Homumnpen A ®opre, 1 pa3 B cyTkn).

Oco0ble rpyInel NALKUEHTOB

Tayuenmul noscunoeo sospacma (cm. paszoen 4.4)
Crnenyer Ha3HayaTh JIEYCHHE MPENapaToM MOcje OLEHKH (YHKIHMH MOYEeK U apTepHaIbHOTO
nasnenus (Al).
THayuenmoi ¢ Hapywenuem gyukyuu novex (cm. pazoenst 4.3 u 4.4)
JlekapcTBenHblii mpenapar Homumpen A nOpoTHBONOKa3aH MalMEHTaM C  TSHKEJBIM
HapymienueM QpyHkiuu nouek (kupenc kpearnanHa (KK) amxe 30 mu/mun).
Y nanueHToB ¢ yMepeHHbIM HapymenueM ¢yHkinuu modek (KK 30-60 wu/mun)
PEKOMEH/IyeTCsl HAaUMHATh TEPAIHI0 ¢ HEOOXOJUMBIX /103 MPEenaparoB (B BUIE MOHOTEPAIINN),
BXOJSILIIMX B COCTaB JIEKapCcTBEeHHOTO npenapara Homunpen A.
[Tantuentam ¢ KK, paBHbIM nau npespimaronuM 60 MiI/MUH, KOPPEKITUU 1036l HE TpeOyeTcCsl.
Ha ¢one Tepanuu HeoOX0IUM peryJsIpHBIN KOHTPOJIb KOHIEHTPAIMU KPEaTHHWHA U KaJus B
nJ1a3Me KpOBH.
TIayuenmul ¢ napywenuem gynxyuu newenu (cm. paszoenvt 4.3, 4.4 u 5.2)
JlekapcTBennblii mnpenapar Homunpen A nOpoTHBONOKAa3aH MalMEHTaM C  TSHKEJIbIM
HapylnieHneM (QyHKIUU TICYCHHU.
[Ipu ymepenHOM HapylieHUH QYHKIIUU TIEYSHU KOPPEKIUs O3Bl HE TpeOyeTCsl.

eTu
JlekapcTBenHsbIii npenapaT Honunpen A He ciaegyeT NpUMEHSTh y JA€TE€d M MOAPOCTKOB B
Bo3pacte 10 18 5er BBUAY OTCYTCTBUS HNaHHBIX 00 3¢ (EeKTMBHOCTH W 0€30MmacHOCTH

[IPUMEHEHUs IIpernapara y NallueHTOB JaHHOM BO3PACTHOW I'PYIIIIHIL.



Croco0 ImpuMeHeHus

BHyTpb, NpeAnOYTUTETHHO YTPOM, NEepe MprueMoM NUIIu. TabieTku cieayeTr nporiaTbiBaTh

IIEJTMKOM, 3aITMBasi BOJOM.

4.3. IIporuBOoNOKa3aHUA

Unoanamuo

— I'unepyyBCTBUTENBHOCTh K  JICUCTBYIONIEMY  BEIIECTBY WU  JIIOOBIM  APYTUM
CyJb(pOoHaAMHUIaM.

— Tsoxenoe napymenue dynkuun modyek (KK amxe 30 mu/mun).

— Ileuenounas sH1IEaTONATHS.

— Tsxenoe HapyuieHue QYHKIMH TEYCHHU.

— T'unokanuemus.

Ilepunoonpun

— I'unep4yyBCTBUTENHHOCTD K JACUCTBYIOIIEMY BEIIECTBY HIIM JIFOOBIM IPYTHM WHTHOUTOpaM
aHTHOTEeH3WHITpeBpataromniero pepmenta (AIID).

— AmnruoneBporuueckuid orek (orek KBuHKe) B aHamHe3e Ha (QoHE TNpuemMa JIpyTrux
uHruouTOopoB AIID (cm. paznen 4.4).

— HacnencrBeHHBIH/MAMONATHYECKHUI aHTHOHEBPOTUYECKUHN OTEK.

— bepemennocts (cM paznen 4.6);

— CoBMecTHOE TPUMEHEHHE C aJIMCKUPEHOM U  JIEKapCTBEHHBIMHM  IIperapaTamu,
COJIepKallMH aJMCKUPEH, Yy MallMEeHTOB C CaXapHbIM AMA0ETOM H/WIM YMEPEHHBIM WIIU
TSOKETBIM HapylieHueM (QYHKIIMH ToYeK (CKOpocTh KiryooukoBor (uuibrpanuu (CKD)
meHee 60 M1/Mun/1,73 M? IIOmAaM TOBEPXHOCTH Tena) (cM. pasuens! 4.5 u 5.1).

— CoBMecTHOE NMPUMEHEHHME C aHTaroHucramu peunentopos aHruoreHsuHa II (APA 1I) y
MAIMEHTOB ¢ AnadeTndeckor HedponaTueit (cM. paznen 4.4).

— CoBMecTHOE MPUMEHEHHE C KOMOWHAIKMEH BajcapTad + cakyoutpui. Homunpen A Henb3s
NPUHUMATH paHee, YeM depe3 36 4acoB Mmociie MPUMEHEHHS OCIEIHEH 1031 KOMOUHAIINN
BajicapTaH + cakyouTpui (cM. pazzaensl 4.4. u 4.5).

— DKcTpakopnopanbHas Tepanusi, NPUBOJAALIAS K KOHTAaKTy KpPOBH C OTPHULATEIHHO
3apsHKEHHBIMU TTOBEPXHOCTAMH (CM. paszzen 4.5).

— BbIpakeHHBII JABYCTOPOHHUM CTEHO3 TOYEUYHBIX apTEePUid WM CTEHO3 apTepuu

€IMHCTBEHHON (QYHKIIMOHHUPYIOMIEH TTOUKH (CM. pasnen 4.4).



Honunpen A

- rHHep‘-IYBCTBI/ITe.HBHOCTB K JIIO6OMy N3 BCIIOMOTATCJIbHBIX BCHICCTB, MCPCUUCICHHBIX B
pazzene 6.1.

— H3z-3a OTCYTCTBUSA OJOCTATOYHOI'0 KIMHHUYCCKOI'O OIIbITa HeKapCTBeHHBIﬁ nmpemnapar
Honunpen A He ciegyer NpUMEHSATh y MAMEHTOB, HAXOIALIMXCA Ha TeMOAMAIu3e, a
TaKK€ Yy TAUUEHTOB C HEJIECYEHOM CEPAEYHOM HEIOCTaTOYHOCTBIO B  CTAIHHU

JIEKOMITEHCALINH.

4.4. OcoOble ykazaHHSl M Mepbl PEJOCTOPOKHOCTH IPH NPUMEHEHHH

C 0CTOPOKHOCTBIO

CucremHble 3a00JIeBaHMSI COEAMHUTENBHOW TKaHUW (B TOM 4HCIE, CHCTEMHas KpacHas
BOJIYAHKA, CKJIEPOJAEpPMMsST UM  JIp.), CONYTCTBYIOLIEE NPUMEHEHHE aJUIONypHUHOIA,
[IUTOCTATUKOB U IMMYHOJICTIPECCAHTOB, WM MTPOKanHaMua (PUCK Pa3BUTHUSI HEUTPOIICHUU U
arpaHyJIOIIMTO3a), COMYTCTBYIOLIAs Tepanus MpenaparaMu JUTHs, MpenapaTaMy alucKUpeHa
y MalMeHToB 0e3 caxapHoro aualdera WM HapylIeHUH (QyHKUIMU MOYEK, aHTarOHUCTaMU
peuentopoB anruoteHsuHa II (APA 1) y mamuenTtoB 6e3 muabernyeckoil HedporaTHw,
npenapaTtamMi 30J0Ta, HECTEPOUIHBIMU MPOTHBOBOCHANMTENbHBIMU TpenapaTamu (HIIBIT),
OakimodeHOM, KOPTHKOCTEpOMIaMH, HWHrHOMTOpamMH HenmpwimsuHa (cMm. paszgen 4.5),
npenapaTaMu, KOTOpbIE MOTYT BbI3BaTh yJUIMHeHHE nHTepBaia QT Ha anekTpokapanorpamme
(OKT'), cepiedyHBpIMU TIIMKO3HIAMHU, JICKAPCTBEHHBIMH MpEnapaTaMu, KOTOPbIE MOTYT BBI3BaTh
NOJMMOP(HYIO JKEITYT0UYKOBYIO TaXUKApPAMIO THIA «IUPYIT», YTHETEHHE KOCTHOMO3TOBOTO
KPOBETBOPEHHSI, CHI)KEHHBIH 00BEM LUPKYJIHpYIOmEH KpoBU (IIpHEM JIHYPETHUKOB,
OecconeBasi AWeTa, pPBOTA, JUapes, TEMOIUAHU3), uieMudeckass OOJIe3Hb Cepila,
1epeOpoBacKyIsIpHbIC 3a00JIEBaHMS, PEHOBACKYJIApHAs THUIEPTEH3Us, CaxapHBIA IuaderT,
NEpBUYHBIN T'HIEPaTbIOCTEPOHU3M, XpOHHUYECKas cepaedHas HenocratoyHocts (II-IV
¢yHKUMOHATIBHOTO Kiacca mo kiaccupukamun NYHA), napymeHuss QyHKUUU TEYEHH WU
MoyeK, runepypukemMus (0COOEHHO  CONMPOBOXAAIOIIAACA MOJArpod U ypaTHBIM
He(ponmuTHazom), nabuiIbHOCTH AJl, TOXWIONH BO3pacT, MPOBEACHHE TEeMOJIUAIU3a C
NPUMEHEHHEM BBICOKOIPOTOYHBIX MEMOpaH WM JECEHCHUOMIM3aIMs, IMepe] Mpolenypoi
adepesza numonporenHoB HuU3koi twiotHoctu (JIITHII), cocTosiHme mocie TpaHCIUTAHTAlUU
MOYKH, XUPYPruuecKoe BMEIIAaTeIbCTBO/aHECTe3Us, CTEHO3 a0PTaJIbHOTO WM MUTPAIBbHOTO

KJIaraHa/runeprpoduaeckas 00CTpyKTHUBHAS KapIMOMHUOTATHS, aTepOCKIIePO3,



MPEACTAaBUTEIM HErPOMIHOM packl (MEHEEe BBIPAKCHHBIH dS(PGEeKT OoT TIpUMEHEHUs),
CHIOPTCMEHBI (BO3MOXKHA TIOJIOKHUTEIbHAS PEAKIUs TPU JONMHHT-KOHTPOJIE), COMYTCTBYIOIIAs
Tepanus KauuicOeperaromuMi TUypeTUKAaMH, IperaparaMy Kajlus WM Yy TalueHTOB C
IIOBBIIIICHHBIM COACPpKaHNECM KaJlus B j1a3me, THUIICPKAJINCMUS, THIOHATpUCMUH,
OTATOIICHHBIA aJUIEPrOJIOTHUECKUI aHaMHE3, ajUIeprhuuecKas peaklus Ha TMEHUIWUIMH B

aHaMHE3¢€.

Obwee s unoanamuda u nepuHoonpuiLa

[Ipumenenue nekapcTBeHHOro mnpenapata Homunpen A, colaepxamero HUZKYH 103y
WHAAMaMUJIa U TEePUHJIONpUIa apriHUHA, HE COMPOBOXAAETCS CYIIECTBEHHBIM CHH)KEHUEM
4acTOThI TOOOYHBIX 2PPEKTOB, 32 UCKIIOUEHUEM TUTIOKAIUEMHUH, 10 CPABHEHUIO C MPUEMOM
OT/ICNIbHBIX KOMIIOHEHTOB MperapaTta B HAMMEHBIIUX Pa3pELICHHbIX JJIs IPUMEHEHHUS 103aX
(cMm. pazmen 4.8). B Hauane Tepanmuu ABYMS THIIOTCH3WBHBIMHU IIpemapaTamu, KOTOPHIC
NalMeHT HEe TOoJy4yal paHee, Helb3s MCKIIOUNTh YBEIWYEHHs] 4YacTOThl Pa3BUTHUS
UANOCHHKpa3uu. TmarenpHOoe HAOMIOEHUE 3a MAIMEHTOM IMO3BOJIIET CBECTH ITOT PHCK K
MUHUMYMY.

IIpenapamol rumust

CoBMecTHOE TpUMEHEHNe KOMOWHALIMY WHANaMKla U MIEPUHIONPUIIA C IpernapaTaMy JIMTUs
0OBIYHO HE peKOMEHIyeTcs (CM. pasnen 4.5).

Hapywenue ¢pynxyuu novex

Tepanus npenaparoM Honumnpen A nmpoTHBONOKa3zaHa MalMEHTaM C TSKEJIbIM HapylICHUEM
bynakunu moyek (KK menee 30 mur/muH). Y HEKOTOpPBIX MAlMEHTOB C apTEepPHATBHOU
rUnepreH3uell 0e3 MpeIIecTBYIONIEr0 OYEBUIHOTO HapylIeHUs (QYHKIMH TOYeK Ha (oHe
TEpamul MOTYT TOSBUTHCA J1a0OpaTOpHble MpHU3HAKA (DYHKIMOHATBLHOW IMOYEYHOM
HEJIOCTaTOYHOCTU. B »TOM cilyyae JieueHHe clieAyeT NMPEeKpaTuTh. B panbHeWIeM MOKHO
BO300OHOBHUTh KOMOWHHPOBAHHYIO TEpAaNHI0, MPUMEHSS HHU3KHE J03bl IpernapaToB, JHOO
MPUMEHSATH TOJIBKO OJIMH U3 MPENapaToB.

TakuM marueHTaM HeoOXO0IUM PETYJISPHBIA KOHTPOJIh KOHIICHTPAIIMU Kalusl U KpeaTHHUHA B
KpOBM — 4Yepe3 2 HEAeNM IOcJe Hayajga Tepalnuyd W B JalbHEWIIEM KaxKaple 2 Mecsla B
nepuo, Korja fo3a mpemnapara nogodpana. [loueynas HeJOCTaTOUHOCTH Yallle BOSHUKAET Y
MAalMEHTOB C TSDKEJIOM CEepACYHOM HENOCTATOYHOCTHIO WJIM MCXOJHOW TOYEYHOU
HEJI0OCTAaTOYHOCTHIO, B TOM UHUCIIE, IPU CTEHO3€ MOYEUHON apTepUH.

JlexapctBeHHbIll npenapar Honunpen A HE peKOMEHAOBaH K INPHUMEHEHUIO B Cllydae



JIBYCTOPOHHEr0  CTEHO3a  MOYEYHBIX apTepuil WiIM B  Cily4yae  €JUHCTBEHHOMU
GYHKIIMOHUPYIOIIEN TOYKH.

ApmepuanvHnas cunomeH3us u HapyuieHue 600HO-21eKMPOIUMHO20 banranca

B cinydae uCXOQHOM IMIIOHATPUEMUH CYIIECTBYET PUCK BHE3AITHOIO Pa3BUTHUS apTEPUAIbHOU
TUNOTEH3UH, B YAaCTHOCTH, Yy IMAalMEHTOB CO CTEHO30M Io4eyHoi aptepuu. [loatomy
HEOOXOJUMO TMPOBEJCHHE CUCTEMAaTHUYECKON OIIEHKH CHMIITOMOB OO€3BOKMBAaHUSA U
CHUKEHHUS COJICpXKAHUS HJIEKTPOJUTOB B IUIa3ME KPOBHU, HANpUMeEp, IOCIe AUapeu WU
pBOTHL. TakuM manueHTaM HEOOXOIUM PETYNSPHBIA KOHTPOIL COACPIKAHUS DIIEKTPOIUTOB
IJ1a3Mbl KPOBH.

[Ipu BBIpOKEHHOW apTEpUATLHOW THIOTCH3WHW MOXET TMOTPeOOBAaThCS BHYTPHUBEHHOE
BBEJICHHE U30TOHUUYECKOT'0 COJIEBOT0 PacTBOpA.

TpansutopHast aprepuanbHas THUNOTEH3US HE SABISIETCS MPOTHUBOIOKA3aHUEM  JUIS
nponosbkeHus: Tepanuu. [locie BoccTaHOBICHHS OObeMa NUPKYIUPYIOIMIEH KpoBu u AJl
MOKHO BO300HOBUTH TEpaNuio, MPUMEHSSI HU3KHE J03bl, JTUO0 MPUMEHSTHh TOJIbKO OJUH W3
KOMIIOHEHTOB IIpenapara.

Cooeporcanue kanus

KomOuHnpoBaHHOE MPUMEHEHNE UHANaMI/1a U TIEPUHI0NpUIIA He MPeJOTBpaIlaeT pa3BUTHE
TUINOKAIMEMUH, OCOOEHHO Yy TAIMEHTOB C CcaxapHbIM JuabeToM WM IOYEeYHOU
HEJOCTaTOYHOCThI0. Kak U B cilyyae mpuMeHEeHHUs Jto00Tro THUIOTEH3MBHOIO Tpernapara B
KOMOWHAIIMKA C JUYPETHKOM, HEOOXOIUM PETYJISpHBI KOHTPOJIb KOHIEHTPAIUU Kajus B
1a3Me KPOBH.

Hnoanamuo

Ileuenounas snyegpanonamus

[Mpn Hamuuuu HapymeHWd (YHKIUW TICUYEHW TMpPUEM THA3UAHBIX W THA3UIAOMOJIO0OHBIX
JTUYPETUKOB MOKET MIPUBECTU, OCOOCHHO B CIIy4yae 3JIEKTPOJIUTHOTO nucOaliaHca, K Pa3BUTHIO
MEeYECHOYHOH SHIe(DaTonaTHi, KOTOpas MOXET MPOTrPecCUpOBaTh 0 MEUYEHOYHOW KOMBI. B
TaKOM CUTyallMu CJIeAyeT HEMEUICHHO MPEKPATUTh MTPUEM JUYpPETUKA.
DomouyecmeumenbHOCMb

Ha ¢one mpuema THazuaHBIX W THA3WUIOTONOOHBIX IUYPETUKOB COOOIIAIOCH O CIIydasx
pa3BuTHsA peakuuii porouayBcTBUTENBHOCTH (CM. pazaen 4.8). B ciydae pa3BuTusa peakuuid
¢GoTOUyBCTBUTENHHOCTH Ha (DOHE Mpuema mpemnapara CleayeT MPeKpaTuth jiedeHue. [Ipu
HEOOXOIUMOCTH TPOJIOJDKEHUST Tepaiy AUYPETUKAMH, PEKOMEHYeTCs 3allUIaTh KOXKHBIC

MIOKPOBBI OT BO3JICHCTBHSI COTHEUHBIX JTyYeH MM UCKYCCTBEHHBIX YIBTPa()UOIETOBBIX JIyUei.



Boono-anexmponumusiii 6ananc

Konuenmpayus uonos nampus 8 niazme Kposu

KoHIleHTpauo HOHOB HATPHS B IIa3Me KPOBU HEOOXOAUMO OIPEACTATh 10 Hadana JeUeHUs,
a 3aTeM peryJsipHO KOHTPOJIUPOBATh Ha GoHEe mpuema npenaparta. CHIKEHUE KOHIEHTPALUU
MOHOB HATpUsT Ha HAyaJbHOM OJTale MOXET HE COMNPOBOXKAATHCS KIMHUYECKUMU
CUMIITOMaMH, MOATOMY HEOOXOJIHUM PEeTyJISIpHBIN JabopaTOpHBIN KOHTpOJIb. boiee uacThrit
KOHTPOJIb COJIEP>KaHUsI MOHOB HATPUsl MOKa3aH MaleHTaM ¢ [IUPPO30M MEUEHU U MalueHTaM
noXujoro Bo3pacta (cMm. paszmensl 4.8 u 4.9). JleueHue mOOBIMH JMYPETUKAMH MOXKET
BbI3BaTh TMIIOHATPUEMUIO, UHOT/IA C OYEHb CEPhE3HBIMH MOCIEACTBUAMU. [ MMoHaTpueMus,
COTIPOBOXKAAIONIAACS THUIOBOJEMHEH, MOXXET MPHUBOIUTH K PAa3BUTHIO O0E3BOKUBAHUS U
oprocTaTudyeckoi rumnoreH3un. CoOnmyTCTBYIOIEE CHUXKEHHUE COJEpKaHUS HMOHOB XJopa
MOJKET MPHUBECTH K PA3BUTHIO BTOPHUYHOTO KOMIICHCATOPHOTO METa0OJIIMYECKOTO alKaio3a:
4acTOTa €r0 BO3HUKHOBEHHS U CTENEHb BBIPA)KECHHOCTH HE3HAUUTEIbHbIE.

Konuenmpayus uonos xanus 6 niazme Kposu

CHuxeHue KOHICHTpAUX KaJInus C THIIOKAJINEMHUEH SIBISIETCSI OCHOBHBIM PUCKOM, CBA3aHHBIM
C TepaHHeﬁ TUAa3UIHBIMU U TI/IaSI/II[OHO,Z[OGHBIMI/I ANYPCTUKAMU. T'unokanuemus Moxet
BBI3BaTh MBIIICUHBIC paccTpoiicTBa. Coo0IIanocs o ciaydasx padboMHUONIN3a, B OCHOBHOM Ha
(oHE TSDKENOi TUIMOKATHEMHUH.

HeoOxonuMo mpemynpexnaTh pPHCK CHIDKEHHS KOHILIGHTPAllMM HMOHOB Kanusg (MeHee
3,4 MMOJIB/IT) y CIIEAYIOUIMX KAaTETOPHI MAI[IeHTOB W3 IPYMIIbI BHICOKOTO PUCKA: MAllUEHTOB
MOXKWJIOTO BO3pacTa W/WIM HWCTOUICHHBIX MAIlMCHTOB Kak TIONy4YalollinX, TaK H He
MOJTYYAIOIINX COYECTAaHHYI0 MEAMKAMEHTO3HYIO TEpanuio, MAIlMEHTOB C IIUPPO30M IEYCHHU C
OTeKaMH ¥ AacCIHUTOM, HIIEMHUYECKOW OOJIe3HBIO CepJIla, CepACUYHON HEIOCTaTOYHOCTHIO.
T'unokannemusa Y 3TUX MAOUCHTOB YCUJINBACT TOKCUUCCKOC ﬂeﬁCTBHe CCPACUHBIX TTIMKO3HU0B
¥ TOBBIIIACT PUCK BOZHUKHOBEHUS HAPYIICHUI PUTMA.

K rpymrme moBBIIIEHHOTO PUCKa TaKKe OTHOCSATCS MAMEHTHI C yIUTMHEHHBIM UHTEepBasioMm QT
Ha OKT', kak BpO’KIEHHBIM, TaK U BbI3BAHHBIM JIEHCTBUEM JIEKAPCTBEHHBIX CPEJCTB.
l'unokanuemus, Takxke, Kak U Opagukapaus, ClIoCOOCTBYET Pa3BUTHIO TSDKEJIBIX HApyIICHHH
CepACYHOT0 PHUTMA, OCOOCHHO MOIMMOP(HHON KEITyTOUYKOBOW TaXWKapIUU THIIA «ITUPYIT»,
KOTOpasi MOKET ObITh (haTambHON. BO Bcex omMCaHHBIX BBINIE CiIydasx HEoOXoaum Oojee
YacTBIi KOHTPOJIb COJEpKaHWsS HWOHOB Kalus B IUla3Me KpoBu. llepBoe w3MepeHue
KOHIICHTPpAllKM HOHOB KaJiud HGOGXOI[I/IMO IMPOBCCTU B TCUCHUC HepBOﬁ HEACIN OT Haydajia

Tepanuu.



[lpy BBISBICHUHM T'HIIOKAIMEMUH JIOJDKHA HPOBOJUTHCS COOTBETCTBYIOIIAS KOPPEKIIHSL.
['mrnokanuemusi, CBsI3aHHAs C HU3KOI KOHICHTpAalWeld MarHus B CHIBOPOTKE KPOBH, MOXKET
OBITh PE3UCTEHTHA K JICYEHHUIO /10 TeX IOp, MOKAa YPOBEHb MarHHUs B CHIBOPOTKE KPOBU HE
OyZeT CKOpPEKTUPOBaH.

Konuenmpayus uonos xanvyus 6 niasme Kkposu

TuasuaHple ¥ THA3UAOMOAOOHBIE JUYPETUKH MOTYT YMEHBIIIATh BBHIBEJICHUEC MOHOB KaJIbITUS
MOYKAMH, TIPUBO/IS K HE3HAUUTEITHPHOMY M BPEMEHHOMY IMOBBIINIEHUIO KOHIIEHTPALIUN KabIUS
B TUIa3Me KPOBHU. BhIpakeHHOE MOBBIINICHUE KOHIIEHTPAIIMM WOHOB KAaNBIMS MOXET OBITh
CBSI3aHO C HEJIMArHOCTUPOBAHHBIM THUIlepnapatupeozoM. Ilepen uccrmemoBanueM (GyHKIUH
MapaliMTOBHUIHBIX JKeJIe3 CIEAYEeT OTMEHUTD MPUEM JUYPETUUECKUX CPEICTB.

Yposenv macnus 6 niazme kposu

Ha ¢one nmpuMeHeHUs THA3HIHBIX U THA3UOMOJO0OHBIX JAUYPETUKOB, BKIIIOUYAs WHIATIAMHUI,
OTMEYaJIOCh TIOBHIIICHUE BBIJACICHUS MarHUS C MOYOMW, YTO MOXET CTaTh MPHYUHON Pa3BUTHS
rUnoMarauemMuu (cm. paznenst 4.5 u 4.8).

Konyeumpayus 2nioko3vi 8 kposu

Heo6x0auMo KOHTPOJIIMPOBATh KOHLEHTPAIMIO TIIIOKO3bl B KPOBU Y MAIIMEHTOB C CaXxapHbIM
n1abeToM, 0COOEHHO KOI'/la KOHLIEHTPAIUsl HOHOB Kalus HU3Kasl.

Mouesas xucroma

VY nanueHToB ¢ MOBBIIIEHHOW KOHLEHTpauued MOYEBOM KHUCIIOTHI B IUIA3ME KPOBHU MMEETCS
TEH/ICHIS K YBEJIMYCHUIO YaCTOThI BOZHUKHOBEHHS IPUCTYIIOB MTOIATPHI.

Luypemuueckue cpedcmea u pynkyus novex

Tuasunnele ¥ THA3UAONOAOOHBIE IUYPETUKH 3(P(PEKTHBHBI B NOJIHOH Mepe TOJBKO Yy
NAllMeHTOB C HOPMAJbHOW WM HE3HAUWTENbHO HApyIICHHOH (yHKIHMEH ModYek
(KOHIIEHTpalMs KpeaTHHUHA y B3POCIBIX MAUEHTOB HIXKE 25 MI/1 1y 220 MKMOJIB/JT).

VY NOXWIBIX NAIMEHTOB YPOBEHb KPEATMHUHA B IIa3M€ KPOBU JOJDKEH OLIEHUBATBHCS C
y4eTOM BO3pacTa, Beca U I10j1a, B COOTBETCTBUH ¢ (popmyioi Kokpodra:

Knupenc kpeamununa (KK) = (140 — so3pacm) x eec/0,814 x konyenmpayus Kpeamununa 6
niasme Kposu,

IZie: BO3PAcT — BO3pACT MALlMEHTa B rojiax, BEC — Macca Tella B KI', KOHIIEHTpalus KpeaTHHUHA
— KOHLIEHTpAI|sl KpeaTMHUHA B IJ1a3Me KPOBH B MKMOJIB/J.

dopmyna MOIXOAUT U MYKYMH TOXKUAJIOTO BO3PacTa; JAJS JKEHIIMH IMOKUIOTO BO3pacTa
ClIelyeT YMHOXKHTD pe3ynbTaT Ha kKoadduuuent 0,85.

B nauvane meueHus ANYPCTHUKOM Yy MAIIMCHTOB H3-3a TUIIOBOJICMUHA (BCJIGI[CTBI/IG BBIBCACHUA



BOJIbl 1 MOHOB HATpPHUs) MOXKET HaOJII0AaThCsl BPEMEHHOE CHUKEHHE CKOPOCTH KIIyOOYKOBOM
(GWIbTpaluu ¥ yBEIMUYEHHE KOHLEHTpAllud MOYEBUHBI U KpEaTHMHUHA B IUIa3Me KpOBH. OJTa
TpaH3UTOpHas (PYHKIMOHAJbHAsI MOYEeYHas] HEJIOCTaTOYHOCTh HE MMEET HEOJIarompUsTHBIX
NOCJEACTBUM IS MAIMEHTOB C MCXOJHO HOPMAJIbHOW (DYHKIMEW MOYEK, OJHAKO MOXKET
yCYIyOJIsTh YK€ UMEBILEEeCs 1O Hadaa JeUeHHs HapylleHue (QyHKIUH TOYeK.

Cnopmcmenvl

CroprcMeHaMm cienyer oOpaTHTh BHUMAaHUE HA TO, YTO JIEKAPCTBEHHBIN MpenapaT COACPKHUT
JEHCTBYIOIIEE BELIECTBO, KOTOPOE MOKET JaBaThb IIOJOKUTEIBHBIA pe3yJbTaT IpHU
IIPOBEJCHUH JOIUHT-TECTA.

Xopuouoanvubviii 6blnom, 0Cmpas MUOnUsl, BMOPULHAs 3AKPLIMOY20NbHAS 2NAYKOMA
CynboHamMuy M €ro NPOU3BOJHBIE MOTYT BBI3bIBATH Pa3BUTHE HIMOCHHKPA3HUECKOM
peaKIy, MPUBOJAIICH K PAa3BUTHIO XOPHUOUIAIBHOTO BBINOTA C AE(PEKTOM OIS 3pEHUs,
NepexoAsuiedl MUONMMM M OCTPOM BTOPUYHOW 3aKPBITOYTOJIbHOW TIiiaykoMe. CHUMITOMBI
BKJIIOYAIOT BHE3AITHOE CHMKEHHE OCTPOTHI 3pEHMs WM 0O0Jb B IV1a3aX C OCTPBIM HAYAJIOM U
OOBIYHO BO3HHMKAIOT B TEUEHHE HECKOJbKMX YacOB WM HEAENb IIOCIe Hayaja IMpHeMa
npenaparta. [Ipy oTcyTcTBHM J€U€HUs OCTpasi 3aKPBITOYTOJIbHAS IJIayKOMa MOXKET IPUBECTH K
HeoOpaTUMOH mnoTrepe 3peHus. B mepByro ouepenp Tepamusl 3aKIHOYaeTcsi B MAaKCUMAalbHO
ObICTpOI OTMeHe IpemnapaTta. Eciu BHyTpuriasHoe aBlIeHHUE OCTAETCS HEKOHTPOJIUPYEMBIM,
MOXET TOTPeOOBaThCSI HEOTIOKHOE MEIUKAMEHTO3HOE JICUEHUE WM XUPYpPrHUECKOe
BMEIIATEIbCTBO. PAKTOpaMU PUCKA PA3BUTHS OCTPOM 3aKPBITOYTOJIBHOW TIJIayKOMBI MOTYT

OBITH AJUICPrudCcCKrUEC pCakiuuu Ha Cy.]'II)(bOHaMI/II[ WK ICHUIWJIJIMH B aHaAMHE3E.

Ilepunoonpun

Heouinas 6roxada penun-aneuomensuH-aiboocmeponogotl cucmemst (PAAC)

Nmetorcss naHHBIE 00 YBENMUYEHUM pPHUCKA BO3HUKHOBEHHS apTEPUATBHOW TUIOTECH3HH,
TUIEpKAIMEMUH W CHIDKEHUS  (YHKIMM TO4YeK  (BKJIIOYas OCTPYIO  IOYEUHYIO
HEJI0OCTaTOYHOCTh) IPH COBMECTHOM MpuUMeHeHHH HHTuOuTOpoB AIID ¢ APA Il wumm
anuckupeHoM. Ilostomy nBoitHas Omokama PAAC mocpeiacTBoM couyeTaHuss MHTHOUTOpa
AII® ¢ APA Il unu anuckupeHoMm He pekoMmenayetcs (cM. pa3aenst 4.5 u 5.1). Ecnu aBoiinas
0s10kama abCoMOTHO HEOOXOMMA, TO ATO JOHKHO BBIMOTHATHCS MO/ CTPOTHM HAOIIOCHUEM
CHEIHalICTa TPU PETYISIPHOM KOHTpoJie (YHKIUHM MOYEK, COJAEP>KAaHUS AIIEKTPOJIUTOB B

miasme kposu u A/l



[Ipumenenue nHrHOUTOpPOB AII® B couertanuu ¢ APA Il mpoTuBOMOKa3aHO y MAIMEHTOB C
nrabeTHIecKoi HeponaTueld 1 He peKOMEHIYETCsl Y IPYTUX MaIMeHTOB (cM. pa3aensl 4.3 u
4.5).

Kanuiicoepezarowue ouypemuku, npenapamel Kauus, Kaiulicooepicawue 3aMeHumenu
nUesoll conu u nuuiesvle 000a6Ku

He pexomeHayeTcs COBMECTHOE TpPUMEHEHHE TMEepUHAONpPHIAa U KalukcOeperaromumux
JUYPETUKOB, a TAKXKE NPENapaToB KaJlus, KAIMNHCOACPKALUX 3aMECHUTENICH ITUIIEBON COIU U
MUIIEBBIX 100aBOK (cM. paznen 4.5).

Hetimponenus, azpanynoyumos, mpomooyumonenus, aHemus

NmeroTcst cooOmIeHus 0 Pa3BUTHH HEUTPOIICHHH/ArpaHyJIoOlHUTO3a, TPOMOOIIMTOIICHHH |
aHeMuu Ha ¢oHe nmpueMa HHruouTopoB AIlD. V manueHToB ¢ HOpMaIbHOU (PyHKIMEH Mmouek
U 0e3 CcomyTCTBYIOUIMX (DaKTOpOB pHCKa HEUTporneHHs Bo3HHKaeT peako. C KpaitHen
OCTOPOKHOCTBIO CIIEIyeT TNPUMEHSATh MEPUHIONPUI Ha (oHE cUCTEeMHBIX 3a0o0JieBaHUN
COCIMHUTENIPHON TKaHU, a Takke, Ha (OHE MpHeMa MMMYHOJEIPECCAHTOB, AJUIOMypPHUHOIIA
WIN IPOKaWHAMKJIA, WK TIPH COYETaHUM ATUX (HAKTOPOB, OCOOCHHO y MAIIMEHTOB C MCXOTHO
HapyIIEeHHON (YHKIUEH Mmoyex.

Y HEKOTOpBIX NAIlMEeHTOB BO3HMUKAIM TsKEJble HH(PEKUMOHHbIE 3a00JeBaHUS, B psle
CIy4yaeB, yCTOWYMBBIE K HMHTCHCUBHOW aHTUOMOTHKOTepamuu. [Ipu  Ha3zHaAYCHUH
NEpUHAONPUIA TaKHUM MAalMEHTaM PEKOMEHAYETCs MEPHOJMYECKH KOHTPOJIUPOBATH YHCIIO
JEUKOUTOB B KpoBU. IlammeHThl IOMKHBI COOOIIaTh Bpady O JIIOOBIX MpPU3HAKaX
nH(]EKIMOHHBIX 3a001eBaHui (Hapumep, 00JIb B TopJe, Tuxopaaka) (cMm. pa3aeins! 4.5 u 4.8).
AHeMusl MOXET pa3BUBATHCS y MAIMEHTOB MOCIE TPAHCIUIAHTAIMH MTOYKH WM y MAIUEHTOB,
HaXOJAIIMXCs Ha remoauanuse. [Ipy 3ToM CHHXKeHHe reMoryioOnHa TeM OoJIbIlIe, YeM BHIIIEe
ObuUl €ro TMepBOHAYAIBHBIA MOKa3aTedb. ITOT 3(Q(eKT, MO-BUAMNMOMY, HE SBISIETCS
J10303aBUCUMBIM, HO MOXXET OBITh CBSI3aH C MEXaHU3MOM JCHCTBUS HHTHONTOPOB AIID.
He3HnauntenbHoe CHUKEHHE TeMOITIOOMHA MPOUCXOUT B TE€YEHHE MEPBBIX 6 MECALEB, 3aTEM
OH OCTaeTcs CTaOWJIBHBIM U MOJHOCTHIO BOCCTAHABIMBAETCS IOCIE OTMEHBI mpemapara. Y
TaKUX TAlMEHTOB JICUEHHUE MOXKET OBITh MPOJOHKEHO, OJHAKO I'eMaTOJOTHUYECKUE aHATU3bI
JOJIKHBI IPOBOAUTHCS PETYIISPHO.

Penosacxynapnas eunepmensus

VY nanMeHToB € JBYCTOPOHHUM CTEHO30M IIOYEYHBIX apTEpUil WM CTEHO30M apTepuu
€IMHCTBCHHON (DYyHKIMOHUpYIOMIEH MOYkH Ha (QoHe mnpuMeHeHus wuuruoutopa AllD

BO3pacTaeT PUCK Pa3BUTHUS TMIIOTEH3UU M IOYEYHOW HEAOCTAaTOYHOCTU (cM. paszpen 4.3).
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[IpueM nIUYypeTHKOB MOKET OBITH JOMOTHHUTEIBbHBIM (akTOpoM pucka (cMm. pasaen 4.3).
VYxynumenue QyHKIMHM MOYEK MOXKET HaONIOAAThCsA yXKe MPU HE3HAUYUTEIbHOM H3MEHEHHH
KOHILICHTpAllUM KpEaTMHUHA B CHIBOPOTKE KPOBHU, JlaXKe€ y MALMEHTOB C OJHOCTOPOHHUM
CTEHO30M II0YE€YHOU apTepuH.

MeTtonoM JedeHHs] pEeHOBACKYJISIPHOM THUIIEPTEH3HMM SIBISIETCS peBacKyysipu3anusa. TeM He
MeHee, NpuMeHeHne HHTHOUTOpoB AIID MOXKET OKas3bIBaTh MOJOXKHTEIBHOE JEHCTBHE Y
JAHHOM KaTeropvH MalMeHTOB, KaK 0KHUJIAIOIINX ONEPATUBHOTO BMEIIATENbCTBA, TAK U B TOM
cilyvae, KOT/la XMpypruueckoe BMEIIaTeIbCTBO MPOBECTH HEBO3MOXKHO.

B cnydae, ecnu manueHTamM C YCTAHOBJIEHHBIM WJIM MPEANOJIAraéMblM CTEHO30M ITOYEYHOMH
apTepuy Ha3HA4aeTcs Tepanus KOMOMHalued uHaanamuja + MEepUHAONPHII, €€ CIeayeT
HAYMHATh C HU3KUX JI03 B YCIOBHSX CTAaI[MOHApa MO KOHTPOJeM (PYHKIIMU MOYEK U YPOBHS
Kanusi, TOCKOJBKY Yy HEKOTOPBHIX MAaIlMEHTOB pa3BHBAIACh (YHKIHOHAIbHAS IOYEeYHAS
HEJOCTATOYHOCTh, KOTOPAsi pErpeccupoBalia MOCiIe OTMEHbI TEPAITHH.

llosvluwennas yyscmeumenbHOCmMb, AH2UOHEBPOMUYECKUL OMEK

[Tpu mpueme uarudbutopo AIID, B TOM yKciIe U NEPUHAONPUIA, B PEAKUX CIIydasX MOXKET
HAOMIOIaThCSl Pa3BUTHE AHTHOHEBPOTUYECKOTO OTEKa JIWIA, KOHEYHOCTEW, TyO, S3bIKa,
TOJIOCOBBIX CKJIAJIOK W/WiIM TOpTaHu (cM. pasnen 4.8). DTO MOXKET MPOWU30UTH B JIFOOOM
nepuo Tepanud. lIpu MOSABIEHUU CHUMIITOMOB NpPHEM NEPUHIONPUIA JOKEH ObITh
HEMEJICHHO MPEKPAIleH, a MAlUeHT JOKEeH HAOM0IaThCs 0 TeX MOp, MOKa MPU3HAKH OTEKa
HE WMCUE3HYT IMOJHOCTHIO. ECu OTek 3arparuBaeT TOIBKO JIUIO W TYOBI, TO OH OOBIYHO
IIPOXOJAUT CaMOCTOATENBHO, MPU 3TOM B KayeCTBE CHMITOMATHYECKOW TEpAaNnMU MOTYT
IIPUMEHSATHCS] AHTUTUCTAMUHHBIE CPENICTBA.

AHTMOHEBPOTHUYECKUN OTEK, COMPOBOXKAAIOUIUNCA OTEKOM TOpPTAaHU, MOXKET MPHUBECTH K
JneTanbHOMY HUCX0ay. OTeK s3bIKa, TOJIOCOBBIX CKIIAJOK WJIM TOPTAaHU MOXKET MPHUBECTU K
00CTPYKLIMH JbIXaTeNbHBIX MyTel. [Ipy mosiBlIeHnH TakKuX CUMIITOMOB CJIEIyeT HEMEJIEHHO
HA4aTh MPOBOJUTH COOTBETCTBYIOIIYIO TE€pANMIO, HAPUMEpP, BBECTH MOJKOXKHO 3MUHEYpUH
(ampenanuu) B pasBenenuu 1:1000 (0,3 —0,5 mu1) w/mnm  obecreynTh MPOXOAUMOCTH
JIbIXaTEIbHBIX MyTEH.

CooOuranocs 0 0osiee BHICOKOM PUCKE Pa3BUTHUS AaHTMOHEBPOTHUECKOTO OTEKa y MAallMEeHTOB
HETPOUIHOM PacChl.

VYV nmanueHToB, B aHAMHE3€ KOTOPBIX OTMEUaJICd aHTMOHEBPOTHUYECKUM OTEK, HE CBSI3aHHBIN C
nprueMoM UHTHOUTOpoB AIID, MOXeT OBITH TMOBBHIINIEH PUCK €T0 Pa3BUTHS NPHU MpUEME

IIpenapaToB 3TON rpynmnsl (cM. paszaen 4.3).
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B penkux cayuasx Ha ¢oHe Tepanuu  umHruOutopamm  AIlD  pa3BuBaercs
AQHTMOHEBPOTUYECKUI OTeK KulleyHuka. [Ipu 3ToM y manueHToB oTMevanach 00Jib B JKHBOTE
KAaK W30JIMPOBAHHBIM CHMIITOM WJIH B COYETAaHUM C TOLIHOTOM M PBOTOH, B HEKOTOPBIX
ciydasix 0e3 MpeIIeCTBYIOUIEr0 AHTMOHEBPOTHYECKOTO OTEKa JHMIAa W MPU HOPMAIbHOM
ypoBHe Cl-3ctepasbl. /[narHo3 ycTaHaBIWBAJICSA C IMOMOIIBIO KOMIBIOTEPHON ToMoOrpaduu
OpIOLIHOM TMOJOCTH, YIBTPA3BYKOBOTO KCCIEAOBAHUS WM B MOMEHT XUPYPrHUECKOTO
BMemarenbcTBa. CUMITOMBI IPOXOIMINA TOCE TpeKpaiieHus npuema uHruoutopos AIID.
[TosTomy y mamueHToB ¢ 00JIbI0 B 00JIACTH KUBOTA, MOMydarouux uHruouropsl AIl®, npu
npoBefeHNN U depeHanbHoil  TUarHOCTUKA HEOOXOAMMO YUYUTHIBATH BO3MOXKHOCTH
Pa3BUTHUS AaHTHOHEBPOTUYECKOIO OTEKA KUIIIEUHHKA.

CoBMecTHOE TMPUMEHEHHE TEPUHIONPIIA ¢ KOMOWHHUPOBAHHBIMHU JIEKAPCTBECHHBIMHU
mpernapaTamMu, COJIEPKAIIUMHU  BaJICapTaH + CaKyOUTpUJI, TMPOTUBOMOKA3aHO, Tak Kak
MOBBIIICH PUCK Pa3BUTHS aHTHOHEBPOTHUECKOTO oTeKa (cM. paszaensl 4.3 u 4.5). [Ipumenenune
KOMOMHHMPOBAHHOTO JIEKapCTBEHHOT'O Ipernapara, COJEprKallero BajicapTaH + caKyOUTpu,
BO3MO)KHO HE paHee, 4yeM uepe3 36 4YacoB IOCIE IOCIEOHEr0 IMpuemMa MEpUHIONpPHIIA.
[Ipumenenne nepuHIONpUIa BO3MOXHO HE paHee, 4YeM depe3 36 4acoB MOCie MpeKpallieHus
npuema KOMOMHHPOBAHHOTO JIEKAPCTBEHHOTO npenapara, COZIepXKaIIEro
BajicapTaH + cakyouTpmi (cMm. pazaensl 4.3 u 4.5).

CoBMecTHOe TpuMeHEeHHEe WHTHOMTOpOoB AIID Cc npyruMu HHTHOMTOpPAMH HENMPHIM3HHA
(Hampumep, panekagoTpuioMm), wuHruouropamu mTOR  (Hampumep, cUpPOIUMYCOM,
3BEPOJIMMYCOM, TEMCHUPOJIMMYCOM) W  TJIUNTUHAMH  (HampuMmep, JIMHATJIUIITHHOM,
CaKCarjuINTUHOM, CHUTArJIMIITUHOM, BWJIJATJUOTHHOM) MOKET MPHUBECTH K IOBBIIIEHHOMY
PHUCKY pa3BUTHS aHTHOHEBPOTHYECKOTO OTEeKa (HAMpHMeEp, OTEKY IbIXaTEIbHBIX MyTeH WIH
sI3pIKa, C HApyIIeHWEM JbIxaHus win 0e3 Hero (cm. pazgen 4.5). Cnemyer coOironarh
OCTOPOKHOCTh TPU Ha3HAYCHWHW parekanoTpuiia, uHruoutopoB mTOR (Hampumep,
CUPOJIMMYCa, 3BEpPOJMMYcCa, TEMCHUPOJIMMYCa) M TJIMINTUHOB (HAampUMep, JIMHArJIUNTHHA,
CaKCarjJuNTUHA, CHUTArJIUNTUHA, BWIJATJIUITUHA) Y TMaIllMEHTOB, YK€ MNPUHUMAIOIINX
uHrHOuTOp AIlD. AHagdurakmoudnvie peakyuu npu nposedenuu deceHcudbuUIU3aAYUL
Hmerorcss oTaenbHbIE COOOUICHHS O Pa3BUTHUHM  JUIMTEIbHBIX, YIPOXKAIOLUIUX KU3HU
aHa(UIAaKTOUIHBIX PpEeaKIUui y TaIMeHTOB, ToJydarormux HHruOuTopsl AIID Bo Bpems
JIECEHCUOMIM3UPYIOIIEH Tepanuu sSI0M NepernOHYAaTOKPBUIBIX HACEKOMBIX (ITYEJIBbI, OCHI).
Wuruburopsr AIl® HeoOXOAMMO NPUMEHSATh C OCTOPOXKHOCTBIO Yy CKJIOHHBIX K

AUICPrUYCCKUM  pCAKIUAM MAOUCHTOB, IMIPOXOAAIIUX MPOUCAYPhI ,Z[GCGHCI/IGI/I.HI/I33.L[I/II/I.
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Crnenyer wm30erarb mnpuMmeHeHuss wuHruOurtopa All®  mamuenTam, TOJyYarONIUM
UMMYHOTEPANUIO S0M IEPEHNOHYATOKPhUIBIX HACEKOMBIX. TeM He MeHee, y NalleHTOB,
KOTOPBIM HEOOXOIUMO Kak mpuMeHeHne nHruoutopo AIID, Tak u mpoBeaeHHE TPOIEAYPHI
JleCEeHCUOMIN3aMY, aHAQUIAKTOMIHOW PpEaKUUd MOXKHO U30ekaThb IyTEM BPEMEHHOM
otMmeHbl nHrHONUTOpa AIID He MeHee, yem 3a 24 yaca 10 Havyaa MPOIEAYPHI.
Anagunaxmouounsie peakyuu npu npoeedeHuu agepesa 1uNnoONpomeuHos HU3KoU niomHOCMU
(JITTHII)

B peaxux cnyyasx y manueHToB, moiaydaronmx nHruoutopsl AIID, mpu nposenernn adepesa
JIITHIT ¢ wucnosnp3oBaHWEeM JeKCTpaHa CylbdaTa pa3BUBAIUCH YIPOXKAOIIME >KU3HU
aHapuiIakTOUHBIe peakuuu. Jlg mpepoTBpaileHus aHa(QUIAKTOMIHOM peaklHuH CleayeT
BPEMEHHO TIpeKpamiath Tepanuio naruoutopom AIID nepen kaxmoit mporenypoit adgepesa.
Tlayuenmui, HaxoOoawuecs Ha 2emoouanuze

Y manueHToB, mnoaydarommx uHruoutopel AIID, mpu mnpoBemeHurn TeMoauaTu3za ¢
NPUMEHEHNEM BBICOKONIPOTOUYHBIX MeMOpaH (Hampumep, ANG69®) ObUM  OTMEYeHBI
aHapUIaKTOUTHBIC peakuu. [loaToMy KenaTenbHO TPUMEHATh MEMOPaHy APYTroro TUIA WK
MPUMEHSITh TUTIOTEH3UBHOE CPEACTBO APYTOi papMaKoTeparneBTHUECKOM TPYIIIIHIL.
Ilepsuunwiii cunepanbO0ocmepoHuU3M

[TarueHTsl ¢ MEPBUYHBIM TUIEPATBIOCTEPOHU3MOM, KaK MPaBUIIO, HE BOCIPUUMYMBBI K
AHTUTUIIEPTCH3UBHBIM IIperapaTam, JeHCTBUE KOTOPBIX OCHOBaHO Ha mHruOupoBanun PAAC.
[TosToMy mpuMeHeHue npenapara y Takux MallueHTOB HE PEKOMEHTyeTCsl.

Kawens

Ha done Tepanuu narnoburopom AIID MoxkeT 0TMEUaThCsi CyXOU YIIOPHBIN Kalllelb, KOTOPHIH
ucye3aeT Mocjie OTMEHbI npernapata. [Ipu mosiBIeHUM y ManueHTa CyXOro Kaluisl CIEIyeT
MOMHUTHh O BO3MOXKHOM SITPOT€HHOM XapakTepe A3Toro cumnroma. Eciam nevamwmii Bpay
CUMTaeT, YTo Tepanus uHruouropom AII® HeoOxonuMa MalKMeHTy, BO3MOXKHO POAOHKEHNE
npuemMa npernapara.

Jlemu

O PeKTUBHOCTh M TEPEHOCHMOCTh MPUMEHEHUS MEPUHAONPHUIIA y JEeTeHd U TMOAPOCTKOB B
KayecTBe MOHOTEpANUH WM B KOMOMHALIMY C IPYTUMHU MpenapaTaMu HE YCTaHOBJICHBI.

Puck apmepuanvuoii cunomenzuu u/unu noueunou HedocmamoyHocmu (y NAYUEHMO8 C
cepoeunoll He0OCMAamoyHOCMbIO, HAPYUEeHUEeM 600HO-IIeKMPOIUMHO20 baranca u m.o.)

[Ipy HEKOTOPBIX MATOJOTMUYECKUX COCTOSIHUSIX MOXKET OTMEYAThCsl 3HAYUTEIbHAS aKTUBALIUS

CUCTCMbI «PCHUH-aHT'MOTCH3UH-AJIbJJOCTCPOHY, 0COOEHHO nmpu Bblpa)KeHHOﬁ THUIIOBOJICMHUHU U

13



CHIDKEHUHW COJACPIKaHUS SJIEKTPOJIMTOB B Iu1a3Me KpoBH (Ha (oHe OeccosneBOil AMETHI WU
JUINTETILHOTO TpHeMa JIUYPETHUKOB), y MAalMEHTOB C HMCXOJHO HM3KUM AJl, cTeHO30M
[IOYEYHON apTepHuM, 3aCTOMHOM CEpIEeYHOM HENOCTATOYHOCTBI) HIIM LHUPPO3OM IIEYEHU C
OTEKaMHU U aCLIUTOM.

[Ipumenenne wunrnoutopa AIl® BebpBaer Onokany PAAC wuw mosToMy MOXET
COTIPOBOXKAATHCS PE3KUM CHIKeHUEM AJl /Wiy MOBBIIIEHHMEM KOHIIEHTpAIlMN KpeaTHHUHA B
1asMe  KpPOBHM, CBHUJACTEIbCTBYIOIIMM O pPa3BUTUM  (PYHKIMOHAILHONH  TMOYEYHOMH
HEJOCTATOYHOCTH. DTHU SIBIICHUS Yallle HaOJIONAI0TCs TMPU MPUEMe TIEPBOM 03Bl Mpernapara
WIM B TEYEHHE NEPBBIX JBYX HENENb Tepanuu. B penkux ciydasx 3TH COCTOSIHUS
pa3BUBAIOTCS OCTPO M B JPyrHe CPOKHM Tepanuu. B Takux ciaydasx IOpu BO30OHOBJICHHUH
TEepanuu PEeKOMEHIyeTCs MPUMEHSTh MperapaTr B Oojiee HU3KOW J103€ U 3aTEM IMOCTEIICHHO
YBEITUYHUBATH J03Y.

Loowcunou eo3pacm

[lepen HavamoM TmpHeMa MEPUHAONPHIA HEOOXOAMMO OLEHUTh (YHKIHMOHAIBHYIO
AKTHUBHOCTH IIOYEK U COJICpKaHUE KaJlMs B IJIa3Me KpoBU. B Hauasne Tepanuu 103y npenapara
noI0UPAIOT, YYUTHIBas CTENeHb CHIKeHUS AJl, ocoOeHHO B ciydae 00€3BOKMBaHUS U
MOTEPH IAEKTPOIUTOB. [10100HBIE MEpPBI MO3BOJISIIOT N30€KaTh pe3koro cHkeHus A/l.
Amepocknepos

Puck aprepuanbHOW TUIIOTEH3WU CYIIECTBYET Y BCEX MAIMEHTOB, OJHAKO OCO0OYIO
OCTOPOXXHOCTh CIIEAYyeT COONMI0IaTh, MPHUMEHSSI Tpernapar y MAlMeHTOB C HWIIeMHYECKOM
00JIe3HBI0 Cep/illa U HEJOCTaTOYHOCThIO MO3TOBOI'O KpPOBOOOpalleHus. Y TaKUX MallMeHTOB
JICYEHHE CIIEYyEeT HAUNHATh C HU3KUX 03 IIperapara.

Cepoeunas nedocmamo4Hocmy, masxiceads cepoeyHas HeOOCmMamoyHOCMb

VY mamMeHToB ¢ TSHKEIOW cepiaedHoi HemoctaToyHOCThIO (IV (yHKIIMOHANBHOTO Kiacca o
knaccuukanmn NYHA) nmedeHue MOJDKHO HAYMHATHCS C HU3KOW JIO3BI MpernapaTta W IO/
THIATEIbHBIM Bpau€OHBIM KOHTPOJIEM.

[TanueHTHI ¢ apTepHaNbHON THUNEPTEH3UEH C MIIEMUYECKOW OOJE3HBIO Ceplilla HE TOJIKHBI
mpeKpamarh mnpueM Oera-aipeHo0I0KaTopoB: WHTHOUTOPH AIID HOMKHBI MPUMEHSTHCS
BMecCTe ¢ OeTa-aipeHo0I0KaTopamu.

Iayuenmul ¢ caxapnvim ouabemom

Y m[anuMeHToB C WHCYJIWHO3aBUCHUMBIM CaxapHbIM AuabeToM (OmacHOCTh CIIOHTaHHOTO
YBEJUYCHUSI COJCPKAHUS Kajlus) JICUYCHUE JIOJDKHO HAYMHAThCS C MHUHHMAIbHBIX /103 U

MpoXoaAuTh NOJA MOCTOAHHBIM Bpa‘IGGHBIM KOHTPOJICM.
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HeoOxoaumo TIHIATEILHO KOHTPOJIMPOBATh YPOBEHb TIMKEMUU Yy MAIMEHTOB C CaxapHbIM
nuabeToM, paHee MOoIy4yaBIIUX IepopaJbHbIe CaXapOCHWKAIOUINE MpenapaThl UM MHCYJIHH, a
MMEHHO B T€UEHHUE MEePBOro Mecsla Tepanuu uHruouropom AIID (cm. pazzen 4.5).
Omuuveckue paznudus

[lepungonpun, kak u napyrue uHruOMTOpHl AII®D, OKa3pIBaeT SIBHO MEHEE BBIPAXKEHHOE
AHTUTUIEPTEH3UBHOE JIEMCTBHE Yy MAl[MEHTOB HErPOMJHOM pachkl IO CPaBHEHUIO C
NpPEJCTaBUTEIISIMU  JPYyTUX pac. Bo3MoXHO, 3TO pasiauuue OOYyCIOBICHO TEM, YTO Y
MAAECHTOB C apTEPUAIBHOM TUIIEPTEH3MEW HErpOMIHOM pAachl dalle OTMEYAaeTCs HU3Kas
AKTUBHOCTb PEHHHA.

Xupypauueckoe emewiamenbCmeo, aHecmesus

[Ipumenenne naru6uTopoB AII® MOXeT NPUBECTH K apTepHabHON TUIIOTEH3UH, OCOOCHHO
IpY COBMECTHOM NMPUMEHEHHH CPEACTB JJISi aHECTE3MH, 00JIaalONUX aHTUTUIIEPTEH3UBHBIM
JNICUCTBUEM.

[ToaToMy pekomMeHayeTcs IO BO3MOXXHOCTH NPEKpPaTUTh TNpueM HWHruouTopoB AllD
JUINTETBHOTO JEHCTBUS, TaKUX Kak NEpPUHIONPWI, 3a CYTKM JO XHPYypru4ecKoro
BMELIATEIbCTBA.

CmeHno3 aopmanvHo2o uUlU MUMPAILHO20 KIANAHOS, cunepmpoguueckas 0O0CMpyKmMueHas
Kapouomuonamus

WNuruburopsr AII® momKHBI ¢ OCTOPOXKHOCTBIO Ha3HAYAThCS MAllMEHTaM C 0OCTpyKLuei
BBIHOCSILIIETO TPAKTa JIEBOTO KEITYA0UKA.

lleuenounas nedoocmamoynocmo

B penkux cnydasx Ha ¢oHe mpuema uHTHOMTOpOoB AIID BO3HMKaeT Xxoyectaruueckas
xentyxa. Ilpu mporpeccMpoBaHHMU 3TOTO0 CHHIpPOMa BO3MOXKHO pa3BHTHE (PYIbMUHAHTHOTO
HEKpOo3a II€UYEHHU, MHOTAA C JIETAJbHBIM MCXOJOM. MeXaHu3M pa3BUTHS 3TOrO CHHJIPOMaA
HesceH. [Ipy nosBIEHMM JKENTyXH WIM 0OPU 3HAYUTEIBHOM IOBBIIIEHUM AKTUBHOCTH
neyeHouHbIX (epmeHToB Ha ((one mnpuema wuHrHOUTOpoB AllD manmeHty ciemyer
npekpatuth npueM uHruouTopa AIl® u HaXOAWUTHCS TOJ COOTBETCTBYIOIIUM CHTYallHd
HabOoIeHueM Bpava (cM. paszzaen 4.8).

T'unepranuemus

['unepkanuemMus MOKET pa3BUBATHCS BO BpeMs JiedeHus maruontopamu All®D, B Tom uucre,
u nepungonpuioM. Maruburopsl AII® MOryT BBI3BIBATH TMIIEPKAINEMHIO, TTOCKOJIBKY OHH
UHTUOMPYIOT BHICBOOOKICHUE albIOCTEPOHA. Y MAlMEHTOB C HOPMAJIbHON (DYyHKIMEH Mmodek

3TOT 3(ppekT 00bryHO He3HaunTeNneH. PakTopamMu pUCKa THIEPKATMEMHH SBIISIOTCS MOYEUHAs
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HEJI0OCTaTOYHOCTh, YXy/IIeHnEe QYHKIIMHU TOoYeK, Bo3pacT crapiie 70 jer, caxapHblid 1uader,
HEKOTOpBIE  COIYTCTBYIOUIME  COCTOSHMS, B  YaCTHOCTH, JETHApATanus, OcCTpas
JICKOMITCHCALIUSl ~ CEpJCYHOM  JEATETBbHOCTH, METa0OMMYeCKUH  aIua03, COBMECTHOE
NpUMEHEHHE KaluiicOeperaomumx IUypeTUKoB (TaKUX KakK CHUPOHOJIAKTOH, S3IUICPEHOH,
TpUAMTEpPEH, aMUJIOPU[), a TAKXKe MPernapaToB Kaaus WIN KaluicolepKalluxX 3aMeHUuTeNnel
IUILEBOM CONM, a TaKXKe IMPUMEHEHUE JPYTUX MpenapaTroB, CIOCOOCTBYIOUIMX MOBBIIICHUIO
COJlep)KaHusl Kalusg B IUIa3ME€ KpOBU (Hampumep, renapuHbl, KO-TPUMOKCA30JI, TaKKe
U3BECTHBI Kak KOMOMHAIUS Cylb(haMeToKca3ol + TPUMETONPUM, ApPYrHe HWHTHOUTOPHI
ATI®, aHTaroHUCTHI pelenTopoB aHrnoTeH3uHa I1, aneruncanunmnoBas kucnora (3 r/cyTku u
Oosee), wHruOMTOpHI IMKIOOKcUTeHasbl-2 (IIOI-2) m  HecenmeKTHBHBIE HECTEPOUIHBIE
npoTuBoBocnanuTenbHble  mpemnapatel  (HIIBII), wuMMyHonmempeccaHTbl, Takue Kak
[IUKJIOCTIOPUH WM TaKPOJIUMYC) 1 OCOOCHHO aHTaroHUCTHI anbaoctepona unu APA 1.
[IpumeHnenne mpemapaTtoB Kajaus, KaluiicOeperaromux IUyPETUKOB, KAIMMCOIEPIKAIINX
3aMEHHUTENECH MUINEBOM CONM MOXET NPUBECTH K 3HAYUTEIBHOMY IOBBIIICHHUIO COICPKaHUS
KaJIHus B KPOBH, OCOOCHHO y MAIMEHTOB CO CHW)KEHHOW (yHKuMel mouek. ['mnepkanuemus
MOXET TPUBECTH K CEphe3HBIM, WHOTAA (aTalbHbIM HAPYLICHUSM CEPACYHOTO PHUTMA.
KanuiicOeperaromue muypetukn u APA Il cinegyer NmpuMEHSTh C OCTOPOXKXHOCTBIO Y
NalMEeHTOB, MPUHUMAIOIUX UHIHOUTOPH! AIID, npu 3TOM cielyeT KOHTPOIMPOBATh YPOBEHb
KaJIHs B CBIBOPOTKE KPOBH U (DYHKIIHIO MTOYEK.

Ecnu HeoO0XonuMO COBMECTHOE IPHUMEHEHHE YKa3aHHBIX BBIIIE IpenapaToB, JCYCHHE
JIOJDKHO TIPOBOJUTBCA C OCTOPO’KHOCTBIO Ha (JOHE PETYJISPHOTO KOHTPOJS COJEpKaHMs
KOHIIEHTPallM1 MOHOB KaJlls B CBIBOPOTKE KPOBHU (CM. pazzaen 4.5).

Bcnomozamenvhole eewjecmea

JlexapctBennblii npenapat Homunpen A @opte coaepKuT 1akTo3sl MoHOruapar. Ilanuenram
C PEIKO BCTpEYAIOLIEHCsl HacIeICTBEHHOM HENEpEeHOCUMOCThIO TallakTO3bl, JEPUIUTOM
JAKTa3bl WIN TIFOKO30-TaJaKTO3HOM ManbadcopOIuei He ciaelyeT IpUHUMATh 3TOT Mpemnapar.
Cooeporcanue nampus

Homunpen A coxmepxut Mmenee, ueM | mmonb Hatpus (23 Mr) B TabiieTke, TO €CTb

MPAKTUYECKH HE COJIEPKUT HATPUS.
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4.5. B3aumopaeiicTBHe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMu M Jpyrue BHUAbI
B3aUMOJAEeHCTBUSA

Obwee o unoanamuda u nepuHoonpuiLa

CoBMecTHOE OPpUMCHCHHUE HCE PCKOMCHAYETCA

IIpenapamol aumus

[Ipu coBMECTHOM NMPUMEHEHHH TpenaparoB JUTUS U WHruOuTOpoB AIID coobmiamocs 00
00paTUMOM TOBBIIICHUHM COJEPKAaHHUs JUTHS B IUIa3ME€ KPOBH U CBSI3aHHBIX C OITHM
Tokcnueckux d¢¢dekrax. CoBMECTHOE TNpPUMEHEHHWE KOMOWHAIMM TEpPUHIONpHIA |
WHIaNaMKIa ¢ TperapaTtaMy JUTHS He peKoMeHayeTcs. [Ipu HeoOXOIUMOCTH MPOBEIACHUS
TAaKOW TEparuu CIEAYyeT PETYJISIPHO KOHTPOJIMPOBATH COJCPKAHWUE JIMTHS B TUIa3ME KPOBH
(cMm. pazmen 4.4).

CoBMecTHOE IPpUMEHEHHUE TPEOYET 0C000N OCTOPOKHOCTH

baxnogen

YcuneHue aHTUTUINIEPTEH3UMBHOTO aAeiicTBus. Cremyer KoHTpoiaupoBaTh AJl u, npu
HEO00XO0IUMOCTH, KOPPEKTUPOBATH 03Bl aHTUTUTIEPTEH3UBHBIX MTPENAPATOB.

Hecmepouonwvie npomusosocnanumenvuvie npenapamul (HIIBII) (sxnrouas evicokue 003bl
AyemuICaIuyuIo8ol KUCiomsl > 3 2/cymxu)

[Tpu coBmectHOM npuMmeHeHuU HHTHOUTOPOB ATI® 1 HIIBII (anmernncanuiuiaoBas KucioTa B
J103€, OKa3bIBAIOIICH MPOTUBOBOCTIAIIUTEIHHOE NEHCTBUE, HHTHOUTOPHI IIUKIOOKCUTEHA3HI-2
(ITOT"-2) u necenexktuBHbie HIIBII) MoXxeT HabMO1aTHCS OCNIa0JIeHUE aHTUTHIIEPTECH3UBHOTO
apdexra. CoBmectHoe npuMeHenne uHrHOMTOpOoB AIID m HIIBII moxker mpuBOIUTH K
YBEJIMUEHUIO pUCKA YXYIUIeHHUs (YHKIUU IOYEK, BKJIIOYas pa3BUTHUE OCTPOIl MOYEeYHOU
HEJOCTATOYHOCTH, U YBEIWYCHUIO COJEP)KAHUS KAIHUS B CBIBOPOTKE KPOBH, OCOOEHHO Y
MAIMEHTOB C MCXOJHO CHIDKEHHOH (yHKIueid mouek. Cremyer coOmoaaTh OCTOPOKHOCTH
npu npuMeHeHnHn KomOuHammm mperiapata U HIIBII, ocoOeHHO y MOXHWIBIX TAIMEHTOB.
[TarueHTsl JOMHKHBI TOJMy4YaTh aJEKBATHOE KOJMYECTBO JKMJIKOCTH, PEKOMEHAYEeTCs
KOHTPOJIMPOBATHh (PYHKIIMIO MOYEK KaK B HAYAJIe COBMECTHOM TepaIliu, TaK U MEPUOTUTICCKU B
npoliecce JICYEHUsI.

CoBMECTHOE IIPUMEHCHHE TDC6VCT BHUMAHMUA

Tpuyukiuyeckue aHmuoenpeccanmol, AHMUNCUXOMUYECKUe cpedcmaa (HetpoaenmuK,)
[Ipenaparsl 3TUX KJIACCOB YyCHUJIMBAIOT aHTUTHIIEPTEH3UBHBIM 3(P(EKT M yBETHMUMBAIOT PHCK

OpPTOCTATUYECKOM TUMOTEH3UH (aITUTUBHBIN YD (HEeKT).
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Hnoanamuo

CoBMecTHOE IpUMeEHeHHE TPeOYET 0C000 0CTOPOKHOCTH

Ilpenapamul, cnocobnvie 6bI3616aMb NOIUMOPPHYIO HCENYOOUKOBYIO MAXUKAPOUIO MUNA

«nupysmy»

W3-3a pucka pa3BUTHsl THIIOKATMEMHUH CIEIYET cOOII0IaTh OCTOPOKHOCTh P COBMECTHOM

Ha3HAYeHUM WHAANaMuUga C T[penaparaMu, CIOCOOHBIMU BBI3BIBATH  MOJUMOPGHYIO

KEITYA0UKOBYIO TAXUKAPAUIO TUTIA CITUPYIT», BKIIIOYAs, HO HE OTPAHUYUBASICH:

® aHTHAPUTMHYECKHE JICKApCTBEHHBIE mpemnaparbl [A kiacca (Hampumep, XHWHHJIUH,
TUAPOXUHUANH, TU3OMHPAMUN);

e aHTHApUTMHUYECKHME JieKapcTBEHHbIe mpenaparsl III kiacca (Hanmpumep, aMHOIApOH,
coTasnomu, ToPETUINI, UOYTUITUI, OPETUITHIA);

®  HEKOTOpbIe HEHPOJICNTUKH:
dbeHoTHa3uHbBI (HampuMep, XJIOPIPOMa3HH, IMaMeMa3rH, JIEBOMETPOMAa3UH, THOPHUIA3HH,
Tpudayonepasun),

OceH3aMUbI (HapUMeEp, aMUCYIIbIIPUL, CYIBITUPU], CYIBTONPU, THATIPH]I),
OyTupoheHOHBI (HarpuMep, IPOTIEPHIOI, TATOTIEPUION),
JpyTUe HEHPOJIENITUKY (HapuMep, TUMO3HU/);

e pyrue BemiecTBa (Hampumep, OenmpuawiI, u3anpui, AUGEeMaHu], SPUTPOMHUIIMH TIPH
BHYTPHUBEHHOM BBEJICHUH, TaJo(paHTPUH, MU30JIACTUH, MOKCU(IOKCALIUH, TEHTaMUINH,
cnapdokcanMd, BUHKaMUH @pU BHYTPUBEHHOM BBEJIEHUHU, METAJOH, aCTEMHU30I,
tepdenaaun).

Crnenyer mpoBOAUTH MPOPUIAKTHKY TUIOKATTMEMHUU U, TIPU HEOOXOIMMOCTH, €€ KOPPEKIIHUIO;

KOHTpoJupoBath uHTEpBai QT.

IIpenapamol, cnocoOmbie 6b13b16aMb SUNOKATUEMUIO

Amoporepunius B (B/B), TIIOKO- M MHUHEPATOKOPTHUKOCTEPOUAbI (MPH  CHUCTEMHOM

NPUMEHEHHUH), TETPAKO3aKTUJ, CIaOuTeNbHbIe CpPEICTBA, CTUMYJIHMPYIOIIUE MOTOPHKY

KHUIIIEYHUKA: YBEIMYCHHE PHUCKAa PAa3BUTHSA THUIOKATHMEMHH (aAauTUBHBIA  d(deKT).

HeoOxoaum KOHTpOJIb COAEpKaHUS Kalus B IUIa3Me€ KPOBU, IMPU HEOOXOIUMOCTH — €ro

koppekuus. Ocoboe BHUMaHUE CIEAyeT YAENATh MaldeHTaM, OJJHOBPEMEHHO MOJyYaloluM

cepAeyHble TIMKO3UAbL. ClieayeT NMPUMEHATh CIaOUTENbHbIE CPENICTBA, HE CTUMYJIHPYIOLINE

MOTOPHKY KHIIICYHHKA.

Cepoeunvie enuxko3uobl

I'mmokamueMuss W/WIM THIOMarHUEMHS npeapacrnojararor K pa3BUTHIO TOKCHYECKOI'O
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NEHCTBUS CepJCUHbIX TNIMKO3UA0B. PekoMeHayeTcss KOHTPOIUPOBAaTh COJIEpKaHHE Kalus U
MarHusi B TuiazmMe KpoBu u mokazatenmu OKIT u, mpu HEOOXOAMMOCTH, KOPPEKTHPOBATh
Tepanuio.

Annonypunon

[Ipy coBMECTHOM MPUMEHEHMM C WHAANAMUIOM BO3MOXKHO MOBBIIICHHE YACTOTHI pEaKIuit
TUIEPYYBCTBUTEIBHOCTH.

CoBMecCcTHOE IpUMEHEHHE TPeOYEeT BHUMAHHUS

Kanuiicoepezarowue ouypemuxu (amunopuo, cnupoHoiakmoH, mpuammepex)

Takoe coueTaHne OOOCHOBAHO Yy HEKOTOPBIX ManueHTOB. [Ipu 3TOoM MOXkeT HabuIonaThCs
TUMOKAIMEMHUS] WIM TUIepKanueMus (B YacTHOCTH, Yy MAalMEHTOB C IOYEYHOU
HEI0CTaTOYHOCTBIO MITM caXxapHbIM auabetoMm). Eciim HE0OX0IMMO COBMECTHOE MPUMEHEHHE
MHJANaMHUla U YKa3aHHBIX BBIIIE KaJMiicOeperaomux AUypeTHKOB, CIEIyeT MPOBOIAMTH
KOHTPOJIb COJEpKaHMs Kalmus B TuiazMe kpou u mapamerpoB OKI'. Ilpu HeoOxommmocTu
cXeMa JICUEHUS] MOXKET OBbITh IEPECMOTPEHA.

Mempopmun

OyHKIMOHANbHAS TTOYeYHAasi HEAOCTaTOYHOCTh, KOTOPAask MOKET BO3HHKATh Ha (OHE Mpuema
JIMYPETUKOB, OCOOEHHO «IIE€TJIEBBIX», [P COBMECTHOM IPUMEHEHUN MET(GOPMHUHA MOBBIIIAET
PUCK pa3BUTHS MOJOYHOKUCIOro amuno3a. He ciemyer npuMmeHsITh MeT()OPMHUH, €CIU
KOHIIGHTpaLusl KpeaTHHHUHA B TUIa3Me KPOBHU MpeBbimaer 15 mr/i (135 MKMOb/1) y My>K4HH
u 12 mr/n (110 MKMOJIB/IT) Y )KESHIIUH.

Hoocooepacawue konmpacmuvie éeuyecmea

O0e3BoXxMBaHKE OpraHu3Ma Ha (JOHE ITpHeMa AUYypPETHUECKUX MPENapaToB yBEINIUBAET PUCK
pa3BUTHS OCTPOIl MOYEYHOW HEAOCTATOUYHOCTH, OCOOEHHO INMPH MPUMEHEHUH BBICOKUX 103
HoAcOoAepKalMX  KOHTPACTHBIX  BemecTs. llepen npumeHeHueM  HOACOAEpKALIUX
KOHTPACTHBIX BEIECTB MAI[MEHTaM HEOOXOJMMO KOMIIEHCUPOBAThH IIOTEPIO KHIKOCTH.
Kanvyuii (conu)

[Ipy coBMECTHOM IPUMEHEHMHM BO3MOKHO PAa3BUTUE T'MIEPKAIBLIUEMHN BCJIEICTBUE
CHW)KEHHUSI SKCKPELIUN MOHOB KaJbLUsl IOYKAMHU.

Luxnocnopun, maxponumyc

B03M0OHO MOBBIIIEHNE KOHLEHTpAllMM KpeaTHWHUWHA B IJa3Me KpOBH 0€3 H3MEHEHHMs
KOHLEHTPALUU LUKIOCIIOPUHA B IUIa3M€ KPOBHU, XK€ MPU HOPMAJIbHOM COJEpPKaHUH BOJBI U
MOHOB HaTpHs.

Kopmukxocmepouowi, mempaxozaxmuo (npu cucmemHoMm npumeHeHuu)
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YMeHbIIIeHHEe aHTUTHIIEPTEH3UBHOTO d(hdekTa (3a1epKKa COIu U BOIALI Ha (hOHE TPUMEHEHUS

KOPTUKOCTEPOUJIOB).

Ilepunoonpun

JlaHHBICE KJIWHMYECKUX WCCIICIOBAHUI IIOKa3bIBalOT, 4YTO JABOoKHAs Onokagma PAAC B
pe3yibTare COBMECTHOTro mnpuMeHeHuss uHruomtopoB AIID, APA Il wumu amuckupena
NPUBOIUT K YBEIMUYEHUIO YAaCTOThl BO3HMKHOBEHHSI TAKMX HEXKENATENbHBIX SIBICHHUN Kak
apTepualibHas THIIOTEH3Ms, TUTIEPKAIUEMUS U CHIDKEHUE (PYHKIMU TOYeK (BKIIOYAst OCTPYIO
MOYEYHYI0 HEIOCTATOYHOCTH), 10 CPABHEHHIO C CUTYalUSMHU, KOT/Ia MPUMEHSETCS TOJIBKO
OJIMH TIpemnapart, Bo3zaeicTBytomuii Ha PAAC (cm. pasnensi 4.3, 4.4 u 5.1).

Jlekapcmeennvie npenapamul, nOSLIUAIOWUE PUCK PA3BUMUS AHSUOHEEPOMUYUECKO20 OmeKd
CoBmectHoe npuMeHeHne HHruOuTOopoB AIID c komOuHaimed BajicapTaH + caKkyOUTpuUI
MIPOTUBONOKA3aH, TaK Kak 3TO YBEJMUMBAET PUCK PA3BUTHS aHTMOHEBPOTUYECKOTO OTEKa (CM.
pazmensl 4.3 u 4.4). IlpumeHeHne KOMOMHAIIMK BajicapTaH + CaKyOUTPHJII BO3MOXKHO HE
paHee, yeM uepe3 36 4YacoB MOCiIE€ TPUMEHEHMS TOCIEIHENH J03bl MEpPUHIONpUIIA.
[IpumeneHne nepuHIONpHUIA BO3MOXKHO HE paHee, 4yeM uepe3 36 4acoB MOCie MPUMEHEHHS
MOCJICTHEN T03bI KOMOMHAITMY BajicapTaH + cakyouTpui (cMm. pazaensl 4.3 u 4.4).
CoBmecTHOe TpuMeHeHue HHTuOuTOpoB AIID ¢ pamekamorpuiom, maruouTopamu mTOR
(HampuMep, CHUPOIUMYCOM, IBEPOIMMYCOM, TEMCHPOJIMMYCOM) W TJIHNTHHAMU (HAIpUMeED,
JUHATTUNTHH, CaKCATJIMITUH, CUTArJUNTHH, BWIJArJIUNTHH) MOXET MPUBECTH K
MOBBIIICHHOMY PUCKY aHTMOHEBPOTHYECKOI0 OTeKa (CM. paznen 4.4).

Jlexapcmeennvie npenapamul, 8bl3vleaioujue 2UNeprAIUeMuIo

HecMmotpst Ha TO, 4TO ypOBEHBb Kallisi B CHIBOPOTKE KPOBHU OOBIYHO OCTAaeTCs B Mpenenax
HOPMBI, Y HEKOTOpBIX MAallMEeHTOB, NpUHUMArOMMX Homwmpen A, MOXET BO3HUKHYTh
TUIEepKaIEeMUsl.

HekoTopsie nexkapcTBeHHbIE MpermapaThl WM KJIacChl IPENnapaToB MOTYT YBEJIUYUBATh
YaCcTOTY Pa3BUTHsI TUMIEPKATMEMHUHN: aTUCKUPEH, COJIH KAJIHsI, KalnicOeperarmume TuypeTuku
(HampuMep, CIUPOHOJAKTOH, TpUAMTEpeH WU amuiopuna), uHruouropel AIID, APA 1I,
HIIBII, remapuHbl, MMMYHOJEMpPECCAHTHl (TaKMe€ KaK LUKJIOCIIOPHH WM TaKpPOJIUMYC),
TPUMETONIPHUM W KO-TPUMOKCa30Jl (Cyiab(aMeToKca3on + TPHUMETONPHUM), TOCKOJIBKY
TPUMETONPHUM, KaK U3BECTHO, ACHCTBYET MOJOOHO KanuiicOeperaroneMy AUYPEeTUKY, KaKk U
amwitopua. KoMOMHammst 3TUX JEKapCTBEHHBIX IMPENapaToOB yBEIWYUBACT PUCK DPA3BUTHS

runepkanueMud. [lostomy
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coBMecTHOe mpuMmeHeHne Homumpen A ¢ BblllenepevyncIeHHbIMUA TpenapaTaMud  He
pexomenayercs. Ecnm moka3zaHO COBMECTHOE TPUMEHEHHE, HX CIEQYeT MPUMEHSTh C
OCTOPOKHOCTBIO U C YaCThIM KOHTPOJIEM YPOBHS Kajusl B CBIBOPOTKE KPOBH.

CoBMecCTHOE IIPUMEHEHNME MPOTHUBOIIOKAa3aHo (cM. pasnen 4.3)

Anuckupen u nexapcmeenHvle npenapamsl, cooepircaujue arucKuper

CoBmecTHOoe mpuMeHeHue wuHTHOUTOpoB AIlD ¢  ;mekapcTBEHHBIMH — IpenapaTami,
COJIEpKAlIMMK ATUCKUPEH, MPOTUBOIIOKA3aHO y TAIMEHTOB C CaxXxapHbIM IUAa0ETOM W/HIN
YMEPEHHBIM WM TsKenbiM HapyienueM ¢ynkiuu nodek (CK® < 60 ma/mun/1,73 m?
TJIOIAIU TIOBEPXHOCTH Tema) (cM. pazzaen 4.3). Bo3pacTaeT puck pa3BUTHS THIEPKATHUEMUH,
yXyAaueHus: GQyHKIUU MOYeK, CEPACUHO-COCYTUCTON 3a00JIeBa€MOCTH U CMEPTHOCTH.
Cosmecmuasa mepanusi ¢ uveubumopamu AII® u awmazonucmamu peyenmopos
AHUOMEHIUHA

[IporuBomoOKazaHo mnpuMeHeHHe WHruouTopoB AlIID B codyeTaHWM C aHTAarOHHUCTaMH
peuenrtopoB anruoteHsuHa Il (APA II) y manueHToB ¢ quabeTudeckoil Hedpomatuei (cm.
pasnen 4.3).

Oxempakopnopanvhas mepanus

DKCTpakoprnopajbHble METO/bI JICUCHHS, MPUBOASAIINE K KOHTAKTy KPOBU C OTPULIATEIBHO
3apsKEHHBIMU TIOBEPXHOCTSIMH, TaKWe Kak AUAU3 WK TeMO(GUIbTPAUs C UCIOIb30BaHUEM
HEKOTOPBIX BBICOKOIIPOTOYHBIX MeMOpaH (Hampumep, NOJUaKPIUIOHUTPUIIOBEIX ), Wi adepe3
JUTIONPOTEMHOB  HU3KOHW  IUIOTHOCTM C  HUCIOJNIb30BaHHMEM  JeKCTpaHa  cyibdara,
MIPOTUBONOKA3aHbl U3-32 YBEJIMUEHHUS PUCKA PA3BUTHUS TSDKEIBIX aHA(UIAKTOUIHBIX peaKiuit
(cm. pasmen 4.3). Ecnum manmeHTy HeoOXoawma SKCTpaKopropaibHash Tepamwus, CIETyeT
paccMOTpPEeTh BO3MOXKHOCTH HCIIOJIB30BAHMS JIPYTOro THUIA AHATW3HONH MeMOpaHbl WIH
JPYToro Kiacca aHTUTUIIEPTEH3UBHBIX MTPETapaToB.

CoBMeCTHOE IPUMEHECHHE HE PEKOMCHIYETCS

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcaujue arucKuper
VY nmauueHTOB, HE MMEIOMIMX caxapHoro auabera wnu HapymeHus QyHkiun nodek (CKD
< 60 min/mun/1 2

mi/mus/1,73 M©  mUIOIIagM  NOBEPXHOCTM  Tejla), T[OBBIIIEH PUCK  pa3BUTUSA
THIEPKATMEMUH, YXYALICHUS (QYHKIUU OYEK U MOBBIIIEHUS YaCTOTHI CEPACYHO-COCYIUCTOM
3a00J1€BA€MOCTH ¥ CMEPTHOCTH (CM. pazzaen 4.4).
Couemanue mepanuu c uneuoumopamu AIID u APA Il
[Io wuMmeromuMcs  JIUTEpPATypHBIM  JaHHBIM, y  MAalUEHTOB C  YCTAHOBJICHHOMN

aTePOCKIIEPOTHYECKOIN 00JIE3HBI0, CePICYHON HEJOCTATOYHOCTHIO MIIM CaXapHBIM THA0ETOM C
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MOPaKEHUEM OpraHOB-MUIIICHEH OJHOBpeMEeHHOE nMpuMeHeHue HHruouTopoB AIID u APA 11
OPUBOIUT K YBEJIWYCHHIO YaCTOTHl PAa3BUTHUS apTEpPUATbHOM TUIOTEH3HH, OOMOpOKa,
TUNEpKATMEMUN W YXYOIICHUs (QYHKIOUH T0YeK (BKJIIOYAs OCTPYH  IOYEHHYIO
HEJOCTAaTOYHOCTh), TI0 CPABHEHHUIO C CHTYallUsIMH, KOTJa MPUMEHSETCS TOJIbKO OJUH
npenapar, Boznelictpyromuii Ha PAAC. Tlpumenenue npoitHon 6yokansl PAAC (Hanpumep,
B CiIydae OJHOBpPEMEHHOTO mnpumeHeHus HHruoutopoB AII® m APA II) mommkHO OBITH
OTPAHHYCHO €IMHUYHBIMU CIY4asiMH CO CTPOTHUM KOHTpPOJIeM (YHKIIMH TOYEK, COICPKAHUS
Kanus B miiasme kpoBu U AJl (cM. paznen 4.4).

Sempamycmun

CoBMecTHOE TPUMEHEHHE MOXKET IMPUBECTH K TMOBBIIIEHHIO PUCKA PA3BUTUS MOOOUYHBIX
3 PEeKTOB, TAKMX KaK aHTHOHEBPOTHYECKUH OTeK (0Tek KBHHKE).

Kanuticbepezarowue ouypemuxu (nanpumep, mpuammepeH, amuiopuo) u kaiutl (coau)
['unepkanuemust (¢ BO3MOXHBIM JIETATBHBIM UCX0JIOM), OCOOEHHO NMPH HAPYIICHUH (PYHKITUN
novek (aaauTuBHBIC 3()(PEKTHI, CBI3aHHBIC C TUIICPKATHEMHEH ).

Coueranue TMepUHAONpPUIA C BBIIIEYNOMSIHYTBIMUA JIEKAPCTBEHHBIMU IpenapataMu He
pexomenayetcs (cMm. pazaen 4.4). Ecnu, Tem He MeHee, COBMECTHOE IPUMEHEHHE MTOKa3aHo,
UX CJeyeT MPUMEHSTh C COOIOJIECHUEM MEp MPEAOCTOPOKHOCTH U PETYISPHBIM KOHTPOJIEM
CoJiep’KaHus KaJiusl B CBIBOPOTKE KPOBH.

OcobenHoctu MPUMEHEHUSI CIIUPOHOJAKTOHA TP XPOHUYECKOU cepAeHYHON
HEJ0CTAaTOYHOCTU OIMMCAHBI J1ajiee 1Mo TeKCTy (cM. B mojpaszene «CoBMeCTHOE MPUMEHEHNE
TpeOyeT 0co00i OCTOPOKHOCTH ).

CoBMecTHOE IPUMEHEHHUE TPEOYET 0C000N OCTOPOKHOCTH

T'unoenuxemuueckue cpedcmea (UHCYIUH, NEPOPATIbHbIE CAXAPOCHUMICAIOWUe npenapamsi)
ONuAEeMUOJIOTHYECKUE UCCIIE0BaHMsI IOKA3ald, YTO COBMECTHOE TPUMEHEHHE NHIMOUTOPOB
AIl® ¥ TrUNOIIIMKEMUYECKUX CpEACTB (MHCYJIMHBI, MEpOpalbHbIE CaxapOCHUKAIOIINE
npenaparbl)  MOXET  YCWIMBAaTh  TUIOTIMKEMUYEeCKMd  3pQeKT  HHCyIuHa U
TUIIOTJIMKEMUYECKUX CPEACTB AJI1 NIpHUEMa BHYTPh BIUIOTh 1O Pa3BUTHS TMIIOTJIMKEMHH.
JlanHbIi 3¢ (dexT BeposiTHEE BCETO MOKHO HAaOJI0OaTh B TEUEHUE NEPBBIX HEAEIb COBMECTHOM
Tepanuy, a TAKXKE Y NAllUEHTOB C HapyLIEHUEM (PYHKLUH MTOYEK.

Kanutinecoepeearowue ouypemuxu

VY NanMeHToB, MOMYYAIOUIMX TUYPETUKU, OCOOCHHO Yy MAlMEHTOB C THIOBOJIEMHEH H/WUIIH
CHIDKEHHOM KOHIIEHTpAIMel colieil, B Hayajie Teparnuy MepuHIONPUIOM MOXKET HabI0aThCs

ype3MepHoe cHIkeHue AJl, puck pa3BUTHSI KOTOPOIO MOXXHO YMEHBIIUTH IyTEM OTMEHBI
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JTUYPETUYECKOTO CPEICTBA, BOCIOJIHEHHEM MOTEPH >KUIKOCTH WIM COJIEH Iepen HayaioM
TEepanuu MEPUHIONPUIIOM, a TaKKe Ha3HAYeHUEM I[EepUHAONpPHIa B HHU3KOW J03e ¢
TATBHEUIITUM TIOCTETICHHBIM €€ YBETHUYCHUEM.

Ilpu apmepuanvholi eunepmensuu y TAIUEHTOB C THUIIOBOJIEMHEH WM CHIDKEHHON
KOHIIGHTpalueil cojeil Ha (oHe Tepanuu AUYPETHKAMH, JAUYPETHKH JOJDKHBI OBITH JHOO
OTMEHEHBI J10 Hadayia npuMeHeHus uHruoutopa AIID (mpu 3ToM KanmiiHecOeperaromuit
JTUYPETUK MOJKET OBITh MO3JHEE BHOBb Ha3HaueH), MO0 mHruoutop AIID mommkeH OBITH
Ha3Ha4yeH B HU3KOM J103€ C JalbHEUIIUM MOCTENEHHBIM €€ YBETUUECHHUEM.

Ilpu npumenenuu Ouypemuxog 6 cayuae 3ACMOUHOU CEPOeYHOU HeOOCMAamouYHOCMU
uHruOuTop AII® nomkeH OBITh HA3HAYEH B OYECHb HU3KOW [103€, BO3MOXHO, IOCIE
YMEHBIIICHUS 03Bl IPUMEHSIEMOTO OJJHOBPEMEHHO KAIMHHECOEePETatoIero JNypeTHKa.

Bo Bcex cimyuasx GyHKIMS noyek (KOHIIEHTpAIUs KpeaTHHUHA) JOKHA KOHTPOJIMPOBATHCS B
MepBbIC HEIeTU TPUMEHEHNs UHTHONTOpoB AIID.

Kanuiicoepezarowyue ouypemuxu (an1epeHon, cnupoHoiakmoH)

[IpumeHeHne 3MIepeHoHa WM CIMPOHOJAKTOHAa B Ao3ax oT 12,5 Mr go 50 Mr B cyTku u
HU3KUX 103 HHTUONTOpOoB AlID:

[Tpu Tepanuu XpoHUYECKOU cepaedHon HenocTtaTounocTH II-1V dhyHKImoHansHOTO KIilacca 1mo
knaccupukauun NYHA ¢ ¢dpakuueit BeiOpoca neBoro skemynouka <40% wu panee
npuMeHsBIIUMUCA UHTHOUTOpaMu AIID u «meTiieBEIMUY TUYpPETUKaMH, CYIIECTBYET PHCK
TUIEpKATUEMUHU (C BO3MOXHBIM JIETATBHBIM HCXOJIOM), OCOOEHHO B Clly4ae HECOOIIOICHUs
PEKOMEHIalMi OTHOCUTEIHHO ATOM KOMOMHAITUHU TIPETapaToB.

[lepen mnpumMeHeHHEM JAaHHOM KOMOMHAIMM JIEKAPCTBEHHBIX MpernapaToB, HEOOXOAUMO
yOeIUTHCS B OTCYTCTBHH THIICPKATMEMUU M HAPYIICHUS (PYHKIIHH MTOYEK.

PekoMeHyeTcs: peryisipHO KOHTPOJIMPOBATh KOHIICGHTPAIMIO KPEaTMHUHA U Kallus B KPOBHU:
€XKEHEJIENbHO B TIEPBBIN MECSI] JICUYCHUS U €KEMECSIYHO B MOCIETYIOIIEM.

Pexombunanmuuvle mxanesvle akmusamopwl niasmurozena (rtPA, anmennasa)

[Taniuentel, monydaBmue wHruOuTopsl All® wu  momydvaronue  anTeniaszy s
TPOMOOJUTUYECKOW Teparmud TPU OCTPOM HIIEMHYECKOM HWHCYJIbTE, MOTYT HMETh
MOBBIIICHHBIA PUCK PA3BUTHUS AaHTHOHEBPOTUYECKOTO OTEKA.

CoBMeCcTHOE IpUMEHEHHUE TPeOYEeT BHUMAHHUS

Tunomensusnwie cpe()cmea u 6a30()wzamamopbl
CoBMmecTHOE INPUMECHCHUC JOTUX IPCIapaToB MOXKET YCUIMBATh AaHTUTHIICPTCH3UBHOC

JeicTBue nepuHaonpuia. IIpy coBMECTHOM NPUMEHEHMM C HUTPOTIULEPUHOM U IPYTUMHU
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HUTpATaM{ WK APYTHMH Ba30IWIaTaTOPAMUA BO3MOXKHO JOTIOJHHUTENbHOE CHIDKeHue A/l
Annonypunon, yumocmamuyeckue U  UMMYHOOENPECCUBHblE — CPeOCMBd,  CUCHEMHbIe
KOPMUKOCmepouowvl U NPOKAUHAMUO

CoBmectHOe mpumeHeHue ¢ uHruOutopamu AIID MOXKeT COmpoBOXKAATHCS MOBBIIICHHBIM
pHYCKOM JieHKoneHnH (CM. pasaen 4.4).

Cpeocmea ons anecmesuu

WNuruburopsr AII® moryT ycunauBaTh TMIOTEH3UBHBIA 3¢ (deKT psaa cpencTB i oOmieit
aHecte3uu (cM. pasnen 4.4).

Cumnamomumemuxu

CUMNaTOMUMETHUKHA MOTYT OCJIa0JIsATh aHTUTHIIEPTEH3UBHBIN Y PekT narnoutropor AIlD.
Ilpenapamul 3010ma

Coo0mmanoch 0 pemKkux ciaydyasX HUTPUTOHUIHBIX peakiuuid (C TaKUMH CHUMIOTOMaMH, Kak
THIIEPEMHUsT KOXH JIMIA, TOIIHOTA, PBOTA, TUIIOTEH3MUs1) y MAIMEHTOB Ha ()OHE COBMECTHOTO
npuMeHeHuss THrHOuTopoB AIID, B ToM yuciie NEpUHAONPUIA, U HHBEKIIMOHHOTO TIpenapaTa

30J10Ta (aypoTHOMasaT HaTPHs).

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JAKTALMS

JlexapcTBeHHbIM npernapar Honmumpen A mpoTHBONOKa3aH MpH OEpEeMEHHOCTH (CM. pasjen
4.3).

JlekapctBennblii mpenapar Homunpen A He peKOMEHAyeTCs B TMEPUOJ TPYIHOIO
BCKapMiMBaHMs. HeoOXoauMoO OLEHUTh 3HAYMMOCTh TEpaluu JUIsl MaTepu U INPHUHATH
pelleHre O TMpEeKpallleHUd TPYJHOrO0 BCKAPMIIMBAHHUA WJIM O MPEKpALEHUU IpHeMa
npernapara.

bepemeHHOCTD

Hnoanamuo

JlaHHbBIE 0 MPUMEHEHUH UHJAaMua Y OepeMeHHBIX JKEHIIUH OTCYTCTBYIOT MJIM OTPAHUYEHBI
(menee 300 ciydaeB 6epeMeHHOCTH). J[nmuTenbHOEe MIPUMEHEHUE THA3UHBIX TUYpeTUKOB B 111
TpUMeCTpe OEepeMEHHOCTH MOXKET BbI3BaTh TI'MIIOBOJIEMHIO y MaTepu, a TaKXKe CHU)KEHUE
MaTOYHO-IIIALIEHTAPHOTO KPOBOTOKA, YTO NPUBOIUT K (PETOIUIALEHTAPHOM HIIEMUH H
3a/Iep>KKe pa3BUTHSI IJIOJA.

HccnenoBanuss Ha KUBOTHBIX HE BBIABWIM INPSIMOIO WM HENPAMOIO TOKCHYECKOIO

BO3/ICICTBUS Ha PENPOAYKTUBHYIO (DYHKIIUIO.
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B kauecTBe Mephl MPeIOCTOPOKHOCTH PEKOMEHyeTcs n30erarb MPUMEHEHUs WHIaramuia
BO BpeMsi OEpEeMEHHOCTH.

Ilepunoonpun

B Hacrosimuii MOMEHT HET yOeTUTENbHBIX IMHIEMHUOIOTUYECKUX TAaHHBIX O TEPATOTEHHOM
pucke mpu mnpueme uHTHOMTOPOB AIID B mepBoMm TpumecTpe OEpPEeMEHHOCTH, OJHAKO
HEKOTOPO€ yBEIMYEHUE PHUCKAa HAPYLICHWHA pa3BUTUS IUIOJIa HCKIIOYHMTh  HENb3S.
[MTanmeHTKaM, TUTAHUPYIOIIUM OEPEMEHHOCTb, CIIEAYeT OTMEHUTH JICKAPCTBEHHBIHN Mpernapar u
Ha3HAUYUTh JApPYrUe TUIOTEH3UBHBIE CPEACTBA, pa3pelIeHHbIe MJisi TMPUMEHEHHUS MpHU
OEpEeMEHHOCTH, €CJIU TOJIbKO Tepanusi nHruoutopamu AII®D e siBisercs Heooxoaumoit. [Tpu
BBISIBJICHUHM OEPEMEHHOCTH CJIeIyeT HEMEAJIEHHO MPEeKpaTUTh Tepanuio uHruoutopamu AIlD
U TIpU HEOOXOJUMOCTH HAa3HAYUTD JPYTYIO TEPAIHUIO.

WzBectHo, uto Tepanus wunHruOutopamu AII® Bo II u III Tpumectpax OepeMeHHOCTH
OKa3bIBaeT (ETOTOKCHYECKOE JIEHCTBUE Ha IUIOJ y ueloBeKa (CHIKeHHE (YHKIUH TOYeK,
OJIMTOTHIPAMHUOH, 3aMeJUIeHHe OCCU(PHUKAIIMU KOCTEeH yepera) U TOKCUYECKoe JIeHCTBUE Ha
HOBOPOKIEHHOIO (TI0Ye4Hask HEA0CTaTOYHOCTh, TUIIOTEH3US, TUIIEPKAIIUEMUS ).

Ecnu mnamumentka mnomywana wuHruOutopsl AIl® co II Tpumectpa OepeMeHHOCTH,
PEKOMEHIyeTCsl NMPOBECTH YJIbTPa3BYKOBOE MCCIIEIOBAHUE IUIOAA ISl OLIEHKH COCTOSIHUS
yepena U PyHKIIUU TTOYECK.

MuaneHupl, Marepu KOTOpBIX moiy4yanu uHruouropel AIID Bo Bpems OepeMEHHOCTH,
JOJKHBI OBITH TIATEIBHO 00CIIEIOBAHBI Ha MPEAMET THIOTEH3UU (CM. pa3aeinst 4.3 u 4.4).
Jlakranus

JlekapctBennslii mpenapar Homumnpen A He peKOMEHAyeTCs B TEPUOJ TPYIHOIO
BCKapMJIMBaHUSI.

Hnoanamuo

B nacrosmuii MOMEHT HET JOCTOBEpHOW MHGOpMAIMU O BbIAEICHUN WHAANAMUJA WIH €ro
MeTabOoIUTOB C TPYIHBIM MOJIOKOM.

Y HOBOPOXJIEHHOTO MOKET Pa3BUTHCS MOBBIIICHHAS] YYBCTBUTEIBHOCTh K MPOU3BOAHBIM
Cynb(hoHAMHIA U THUITOKATHEMHSL.

Puck 1151 HOBOPOXKIEHHBIX/MITa/ICHIIEB HEJIb3S1 UCKITIOYATb.

Wupganamun OMU30K MO CTPYKType K THA3UIHBIM JAUYpETHKaM, MPUMEHEHHE KOTOPBIX
BBI3bIBAET YMEHBIIEHUE KOJIUYECTBA IPYIHOIO MOJIOKA WIIH MOJABICHUE JIAKTAI[UH.

WHpanamun He peKOMEHyeTcsl B IEPUOJ IPYAHOI0 BCKapMIIMBaHusl (M. paszen 4.3).
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Ilepundonpun

BBugy orcyrcTBUS WHGOpMAIMM, Kacaloleics TPUMEHEHHs TEPUHIONPHIA B TEPUOJ
TPYAHOTO BCKapMJIMBAHHS, €r0 MPUEM HE PEKOMEH/IOBaH, MPEANOYTUTENbHEEe MPUMEHSThH
JIpyTHE Mpenapatsl ¢ 0oJiee H3yuYeHHBIM MPoQuiieM Oe30MacHOCTH, OCOOEHHO MPH KOPMIICHUH
HOBOPO>XKJICHHBIX ¥ HEJOHOIIICHHBIX JCTEH.

DepTUILHOCTE

Obwee o5 unoanamuda u nepuHoonpuiLa

UccnenoBanusi penpoayKTUBHOM TOKCMYHOCTH TIOKa3ajid OTCYTCTBUE BIMSHHUS Ha
depTunpHOCTh 'y Kpblc 00oero moja. [IpeamonoxutenbHo, BIMsSHHUE HAa (GEPTUIBLHOCTD Y

YyeJloBeKa OTCYTCTBYET.

4.7. BausiHHe HA CIIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMHU M padoTaTh ¢
MeXaHU3MaMHu

Ob6a [nelCTBYIOIIMX BENIECTBa, KaK IO OTAEIBHOCTH, TaKk W B KOMOWHAIUU
HHAOanamMmng + NECpUHAOIIPUIL, HE OKa3bIBAKOT BIIUAHHUA Ha CHOCOGHOCTB YHOpaBJIATb
aBTOMOOWJIEM WM JIPYTUMH MEXaHU3MaMU. Y HEKOTOPBIX MAllMeHTOB OCOOCHHO B Haudaje
Tepanuu WiIh Ipu A00aBIEHUN K MPOBOJUMOM TEpanuu APYTUX TMIIOTEH3WBHBIX IPENapaToB
MOT'YT BO3HUKATb MHAWBUAYAJIBHBIC PCAKIMU, CBA3AHHBLIC CO CHUIKCHHUCM AI[ BC.H@I[CTBI/IG
9TOI0 CHOCO6HOCTL YHOpaBJIATb aBTOMO6I/IHeM Win JpyruMu MCECXaHU3MAMHU MOKET GBITB

HapyIIeHa.

4.8. HexenareJbHble peaKIUU

Pesrome mpoduiist 6e3onacHOCTH

[lepunmonpun oxa3bIBaeT WHTHOUpYIOILIEe IEHCTBHE HA CUCTEMY «PEHUH-aHTHOTEH3WH-
anprocrepor» (PAAC) u ymeHbIIaeT BBIBEICHUE MOHOB KaWs MOYKaMH Ha (OHE mpruemMa
uHAamamuaa. Y 2 % manueHToB Ha (poHe MpUMEeHEHUs JISKapCTBEHHOTro npenapara Homumnpen
A OBUIO OTMEUEHO Pa3BUTHE TUTIOKATUEMUH (COMIep)KaHue Kaaus MeHee 3,4 MMOJIB/J).
Haubonee yacTeiMu He)keIaTeNbHBIMU PEAKIIUSMU SBIISUIUCD:

- Ui WHIANAMHUAa: TUMOKAIMEeMHs, PEaKIHH TUIEPUYyBCTBUTEIBHOCTH, B OCHOBHOM
KOXKHBIE, Y MalMEHTOB, MPEAPACTIONOKEHHBIX K aJUIEPTHYECKUM U aCTMATHUYECKUM PEaKIIUsIM,
U MaKyJIO-TIaItyJie3Hasl ChIlb;

- a8 TEpUHAONpPUIIA: TOJOBOKpPY)KEHHE, TOJIOBHas O0oib, mapecTe3us, AUCTEB3US,

HapylLIECHHUE 3PEHMs], BEPTUIO, 3BOH B YIIAX, apTepUabHas MIOTCH3Us, Kallleldb, OJBIIIKA,
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00JIb B )KMBOTE, 3amop, JAMCIEICHUS, AUapes, TOIIHOTAa, PBOTA, KOKHBINA 3y, KOXKHAs CHIMb,

CIIa3MBbI MBI 1 aCTCHHA.

TabauyHoE PEe3IOME HEXKENATEIbHBIX DEAKIIUN

YacToTa HeKenaTeIbHBIX peaKHHﬁ, Ha6moz[a]3mnxc;1 BO BpCM KIIMHUYCCKHUX I/ICCJIGI[OBaHI/II\/'I

W/WW TIPU TIOCTMApKETUHTOBOM HAOJIOJICHUH, MPUBEICHA B BUJE CICAYIONIEH Tpaaaruu:

odeHp vacto (>1/10); gacto (>1/100, <1/10); mewacto (>1/1000, <1/100); peaxo (=1/10000,

<1/1000); ouens peaxo (<1/10000); wacroTa HeW3BeCTHa (YacTOTa HE MOXKET OBITh

noacurTaHa 1mo JOCTYITHbIM ,Z[aHHBIM).

MedDRA YacroTa
HexenareabHble
Kiacchel 1 cucTeMBbl
peakunu Nuapanamun Hepungonpu.a
OPraHoB
Nudexkunu u
Punut - Ouens penko
HHBa3uH
Cunapom HeaJeKBaTHOM
JHAOKPUHHBbIE CEKpeLuun
- Penxo
HApyUIeHUs AHTUUYPETUUECKOTO
ropmona (CHCA/II')
DozuHOoprIHS - Heuacrto*

Hapymenus co
CTOPOHBbI KPOBH U
Jum@paTudeckon

CHCTEMBI

ArpanynonuTo3 (cm.

paznen 4.4)

OueHb penko

OueHb penko

Amnractudeckast aHEMUS

Ouensb penko

IMTannuronenus

OueHb penko

JlelikoneHus

OueHb penko

OueHb penko

Heiirpornenus (cm.

paznen 4.4)

Ouens penko

I'emonuTnueckas

AaHEMUA

OueHb penko

OueHb penko

TpomOoruronenus (cm.

paznen 4.4)

Ouensb penko

Ouensb penko

Hapyumenus co
CTOPOHBbI MMMYHHOI

CHUCTEMBbI

I'mnepuyBCTBUTENBHOCTD
(peakiuu, B OCHOBHOM

KOXHBIC, Y TIAIUCHTOB C

Yacto
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MedDRA Yacrora
HexenareabHble
Kunaccenl u cucreMbl
peakunu Nuananamug IMepunponpuna
OPraHoB
MPEAPACIION0KEHHOCTHIO
K aJUICPTUYECKUM H
ACTMaTHYECKUM
peaKIusm)
lunornukemus (cM.
- Heuacrto*
pasnensi 4.4 u 4.5)
INunepkanuemus,
oOpaTuMas mpu OTMEHE
- Heuacrto*
npenapara (CM. pa3zen
Hapymenus
4.4)
MeTadoaM3Ma U
l'unonatpuemus (cm.
NMUTAHUSA Heuacto Heuacrto*
paznen 4.4)
['mnoxnopemust Penxo -
I'unomarauemus Penxo -
I'mnepkansuuemus Ouenb penko -
['mnokanuemus Yacto -
JlabunpHOCTD
- Heuacrto
HaCTPOCHHUS
Ilcuxnyeckue
Henpeccus - Heuacto*
HApYyLIeHHus
Hapymenue cna - Heuacrto
CnyTaHHOCTb CO3HAHHUS - OueHb penko
I'onmoBokpy:xeHune - Yacro
I'onmoBHast 60J1b Penxo Yacrto
[Tapecre3ust Penxo Yacto
Hapymenus co
Jucres3us - Yacto
CTOPOHBI HEPBHOI
COHJIMBOCTH - Heuacrto*
CHCTEMBbI
Ob6mopok YacroTa HEeU3BECTHA Heuwacro*
HNHCynbT, BO3MOKHO
- OueHb penko
BCJICJICTBHC
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MedDRA
Kaaccel B cucTeMbBI

OpraHoB

HexenareabHble

peakuuu

Yacrora

Nuananamug

Iepunaonpui

YpEe3MEPHOTO CHUKEHUS
AJl y mayeHToB u3
TPYIIIIBI BBICOKOTO pUCKa

(cm. paznen 4.4)

Ileuenounas
sHIEdaTonaTus y
MaIMEHTOB C
MICYCHOYHOM
HEJI0OCTaTOYHOCTHIO (CM.

pasznensi 4.3 u 4.4)

YacToTa HEU3BECTHA

Hapymenue 3peauss  [Hacrora HeusBecTHa Yacro
Muonus (cM. pazaen
Yacrora Hen3BecTHA -
4.4)
Hapymenus co
Heuerkocts 3penuss  |HacTora HeusBecTHA -
CTOPOHBI OpraHa
Octpas
3peHus
3aKpBITOYTOJIbHAS YacroTa HEU3BECTHA -
[JIayKOMa
XopuounanbHbIM BBINOT | YacTOTa HEM3BECTHA -
Hapyumenus co Bepruro Penxo Yacro
CTOPOHBI OpraHa
3BOH B yIlIax - Yacro
cJIyXa u JJaOMpHuHTA
Omynienue
- Heuacro*
cepaneOueHus
Taxukapaus - Heuacto*

Hapymenus co

CTOPOHBI cepana

Crenokapaus (cMm.

paznen 4.4)

OueHb penko

Hapymenus purma
cepana (B TOM YUCIIe

Opaaukapaus,

Ouensb penko

Ouensb penko
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MedDRA
Kaaccel B cucTeMbBI

OpraHoB

YacroTa
HesxenareabHble
peakunu Nuananamug IMepunponpuna
KEITyJOUKOBast

TaXUKapaAus U
bubpuIAIHsS

npeacepanii)

Wudapkt muokapaa,
BO3MOXHO, BCJIEJICTBHE
M30BITOYHOTO CHUKEHHUS
AJl y maneHToB u3
TPYIIIIBI BBICOKOTO pUCKa

(cm. paznen 4.4)

OueHb penko

[Momumopdnast
KEITy10UKOBast
TaxHKapIus TUIA
«IUPYIT» (BO3MOXKHO CO
CMEPTEJIbHBIM UCXO0JI0M)

(cm. paznensi 4.4 u 4.5)

YacToTa HEU3BECTHA

Hapymenus co

CTOPOHLI COCY10B

AptepuanbHasi

TUIIOTCH3UA U

CBSI3aHHBIE C DTUM OueHb penko Yacto
CUMIITOMBI (CM. pa3fen
4.4)
Backynut - Heuacto*
[TpunuBsel - Penko*

Cungpowm Pelino

YacToTa HEU3BECTHA

Hapyumenus co
CTOPOHBI
IbIXaTeJIbLHOM
CHCTEMbI, OPTaHOB

TPYAHOM KJIETKH U

Kamens (cm. pazgen 4.4) - Yacro
OnpInka - Yacto
Bponxocnazm - Heuacrto
Do3uHO(pUIbHAS
- Ouensb penko
MTHEBMOHHUS
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MedDRA YacroTa
HesxenareabHble
Kuaccol ¥ cucTeMBbl
peakunu Nuananamug IMepunponpuna
OPraHoB
CpeaoCTEeHus!
Boirs B ;)xuBOTE - Yacto
3amnop Penxo Yacto
Hunapes - Yacro
Keaynouno- Hucnencus - Yacro
KHIIIeYHbIe TomuoTa Penxo Yacto
HapyLIEeHUs PBota Heuacto Yacro
CyxocCTbh CIU3UCTOM
Penxo Heuacto

000JIOYKH MOJIOCTH PTa

[Tankpeatut

OueHb penko

OueHb penko

Hapymenus co
CTOPOHBI NEeYEHHU H
JKeJTYeBbIBOIAIIMX

nyre

['enmatut (cMm. pasnen 4.4)

YacToTa HEU3BECTHA

OueHb penko

Hapymenue pyHKImu

IICYCHU

Ouensb penko

Hapymenus co
CTOPOHBI KOXKH U

NOAKOKHBIX TKaHel

Kox#srii 3y - Yacto
KosxHas cbInb - Yacto
Makyno-namnyJie3Has
Yacto -
CBIIb
KpanuBauna (cm. pasuen
OueHb penko Heuacto
4.4)
AHTMOHEBPOTHUYECKUN
) Ouensb penko Heuacto
oT€K (cM. paznen 4.4)
[Typnypa Heuacto -
IToBbIIEHHOE
- Heuacto
IMOTOOT/IEIIEHUE
Peakmusa
YacToTa HEM3BECTHA Heuyacro*
(OTOUYBCTBUTEILHOCTH
[Temdpurong - Heuacro*
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MedDRA
Kaaccel B cucTeMbBI

OpraHoB

HexenareabHble

peakuuu

Yacrora

Nuananamug

Iepunaonpui

Ob6ocTtpenue nicopuasa

Penko*

MuorodopmHuas

spuTEMa

OueHb penko

Toxcuuecknii
AMUAEPMAIIbHBIN

HEKpOJIn3

Ouensb penko

Cungpom CtuBeHca-

OueHb penko

J>xoHCcoHa
CnazMbl MBI YacroTa HEU3BECTHA Yacro
Bo3MoxkHO yxynmenue
Hapymenus co yKE UMEIoLIEencs
Yacrora Hens3BecTHa -
CTOPOHBI MBIIIIEYHOM,| CHCTEMHOM KPaCHOM
CKeJICTHOM U BOJIYaHKHU
COCTUHMTENbHOM ApTtpanrus - Heuwacro*
TKAHU Muanrust YacroTa HEU3BECTHA Heuwacro*
Mpimeunas cnabocts | YacTtoTa HeM3BeCTHA -
Pabgomuonus YacToTa HEU3BECTHA -
[Toueunas
Hapyumenus co Ouenb penko Heuacro
HEJIOCTaTOYHOCTh
CTOPOHBI OYEK U
Octpas noueyHas
MO4Y€BBbIBOASIIIUX - Penko
HEJIOCTaTOYHOCTh
nyrei
Anypusi/onurypus - Peaxo*
Hapyumenus co
CTOPOHBI
OpeKTUiIbHAs
penpoayKTHBHOM Heuacto Heuacrto
nuchyHKIUS
CHCTEMBbI M
MOJIOYHBIX KeJle3
OO0mme HapylIeHUs U Actenus - Yacro
peakuuu B MecTre | bonb B rpyAHON KileTKe - HeuacTo*
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MedDRA
Kaaccel B cucTeMbBI
OPraHoB

BBeICHHUSA

HexenareabHble

peakuuu

Yacrora

Nuananamug

Iepunaonpui

Henomoranue

Heuacro*

[Tepudepuueckue oTeku

Heuacro*

Jluxopagka

Heuacro*

IloBEIIEHHAS

YTOMITSICMOCTD

Penko

JlaGopatopHblie u
HHCTPYMEHTAJbHbIE

JaHHbIEe

IloBbr1IEHTE
KOHIICHTPAIIUN

MOUYCBHUHEBI B KPOBU

Heuacro*

IloBrIienue
KOHLIEHTPaLHH1

KpeaTHHUHA B KPOBU

Heuacro*

[MunepOunupyOnnemus

Penxo

TloBrIlIeHNE aKTUBHOCTH
«IIEYEHOYHBIX»

dbepMeHTOB

YacTtoTa HEU3BECTHA

Penko

CHmxeHue reMoriioonHa
Y TeMaTOKpHTA (CM.

paznen 4.4)

OueHb penko

IloBrIienue
KOHIIEHTPALUH TIFOKO3bI

B KPOBU

YacToTa HEU3BECTHA

IToBbpimeHue
KOHILICHTpaLUi MO4YEBOU

KHCJIOTBI B KPOBH

YacTtoTa HEU3BECTHA

VYV invHeHue uHTepBalia
QT na OKIT (cm.
pasznensi 4.4 u 4.5)

YacToTa HEU3BECTHA

TpaBmbl,

HHTOKCHKAaIUHU "

ITanenne

Heuacro*
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MedDRA Yacrora

HexenareabHble
Kaaccel B cucTeMbBI
peakunu Nuananamug Hepunagonpua
OPraHoB
OCJI0KHEHHS
npoueayp

* OHCHKa YaCTOTbI HEKEIATCIIbHBIX peaKuHﬁ, BBISABJICHHBIX 11O CIIOHTAaHHBIM COO6I_HCHI/I$IM,

IMMpOBCACHA HAa OCHOBAHUU JJaHHBIX PE3YJIbTATOB KIIMHUYCCKUX HCCHGHOBaHHﬁ.

Onucanue OTACILHBIX HEKEIATEIbHEIX PEAKITHM:

Bo Bpems uccnenoanutii 11 u 111 ¢a3el, cpaBHUBaronux HAANMaMuA B 103UpoBKe 1,5 n 2,5 mr
[0 KOHLEHTpAIlMM KaJlus B IUIa3Me KPOBM, OBbLI YCTAHOBJECH J10303aBHCUMBINA 3(ddext
WHIanaMuaa;

- uHganamMuz 1,5 Mr: KOHIEHTpanus Kajuus B Tu1a3Me KpoBu <3,4 MMOJIb/T HaOmoganace y 10
% maruenToB, <3,2 mmonb/l1 — y 4 % manueHToB nocie 4—6 Henenb jgedeHus. [locie 12
HEJIeNb JICUCHUS CpeHEe CHIKEHHE KOHIEHTPALMU Kalus B Iuta3Me KpoBu cocrasmiio 0,23
MMOJIB/IL.

- MHJAnaMu 2,5 Mr: KOHIICHTPAIKs Kajlus B T1a3Me KpoBH <3,4 MMOJIb/JT HaOmoganach y 25
% mamuenToB, <3,2 Mmoab/1 — y 10 % manmenToB nocie 4—6 Henens jedeHus. [locme 12
HEJIeNb JICUCHHUS CPEJIHEE CHIDKEHHE KOHIEHTpAllMu Kalus B Iuia3Me kpoBu coctasmiio 0,41

MMOJIb/JL.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 T0J03PEBACMBIX HEXKEIATEIbHBIX PEAKIHIX IOCIe PErucTparuu
JEKapCTBEHHOTO Tpernapara ¢ IeNbl0 O00ECIeUeHUs HEMPEPHIBHOTO MOHUTOPHHTA
COOTHOIIIEHUS «II0JIb3a — PUCK» JIEKApPCTBEHHOTO Tperapara.

MemunuHckuM  paOOTHUKAM  PEKOMEHIYETCs CcooOmaTh O JIIOOBIX  T0JI03PEBAEMbBIX
HEKEJIATCNIbHBIX PEaKIUAX JICKAPCTBEHHOrO TMpernapara 4Yepe3 HAIHOHAIBHBIC CHCTEMBI
COOOIICHHUST O  HEXENATeNbHBIX  pEeakuusX  TocyJapcTB —wIeHOB  EBpasmiickoro

9KOHOMHUYECCKOIo COro3a.

Poccuiickag ®enepanus

109012, MockBa, CnaBsHCKas 101131, 1. 4, cTp. 1

DenepanbHas ciry:x0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
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Ten.: +7 (800) 550 99 03

9. moura: pharm(@roszdravnadzor.gov.ru

http://roszdravnadzor.ru

PeciyOmimka ApMeHust

0051, r. Epesan, nip. Komutaca, 49/5

AO3T «Hayunslil HIEHTp SKCIEPTU3BI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIIOTUNA UM. aKaJeMHUKa
3. 'abpuensHay

Ten.: +374 (60) 83 00 73, +374 (10) 23 08 96, +374 (10) 23 16 82

Tenedon ropsiueii TMHUN OT/I€TIa MOHUTOPHUHTA 6€30MaCHOCTH JIEKAPCTBEHHBIX CPEICTB: +374
(10) 20 05 05, +374 (96) 22 05 05

9. noura: admin@pharm.am, vigilance@pharm.am

http://pharm.am

Pecny6nuka Benapycs

220037, r. Munck, ToBapuieckuii niep., 2a

VII «llenTp 3KcnepTU3 U UCHBITAHUN B 3JPaBOOXPAHECHU)
Ten.: +375 (17) 231 85 14

@akc: +375 (17) 252 53 58

Tenedon oraena dpapmakonanzopa: + 375 (17) 242 00 29

Oi1. moura: rceth@rceth.by, repl@rceth.by

http://www.rceth.by

PecnyOauka Kazaxcran

010000, r. Acrana, paiion baitkonsip, yi. A.Mmanosa, 13 (BLl «HypcaymneT 2»)

PI'TI na ITXB «HarmoHanbHbI HEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKHUX
uznenuit» Komurera KOHTpOJS KauecTBa U OE30MACHOCTH TOBApOB U yCIyr MUHHUCTEpCTBA
3npaBooxpaneHust PecnyOmuku Kazaxcran

Ten.: +7 (717) 278 99 11

On. moura: farm@dari.kz
http://www.ndda.kz

Keipreizckas PecnyOinka
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720044, r. buikek, yiu. 3-g Jluaus, 25

JlenapTaMeHT JIEKapCTBEHHOTO 00eCHeueHHs] U MEAMLIMHCKOM TEeXHUKU NpU MMHHCTEpCTBE
3npaBooxpanenust Keipreizckoit Pecryomiku

Ten.: +996 (312) 21 92 78

9. moura; dlsmi@pharm.kg

http://pharm.kg

4.9. Ilepeno3upoBka

CHMIITOMBI

Haubonee BepOATHBIM CHMITOMOM IE€PEIO3UPOBKHU SIBIISETCS apTepuaibHas THIIOTEH3US,
WHOTJ]a B COYETAHUM C TOILITHOTOM, PBOTOM, CyJAOPOTaMH, TOJIOBOKPYKEHHEM, COHIMBOCTHIO,
CITyTAaHHOCTBIO CO3HAHUS, OJUTYPUEH, KOTOpask MOXKET MEPEUTH B aHypHIO (B pe3yjbTaTe
TUTIOBOJIEMHH).  Takyke  MOTyT  BO3HUKATh  BOJHO-DJICKTPOJIMTHBIC  HApyIICHUS
(TMIOHATPUEMHU S, TUTIOKATTUEMUST ).

JleueHnue

[lepBbie Mepbl, KOTOpHIE HEOOXOAMMO TMPEANPHUHATH, COCTOAT B OBICTPOM BBIBEIACHUH
MPUHATOTO TperapaTa: TPOMBIBAHUE KEIyJKa W/WIW TPUEM aKTHBUPOBAHHOTO YIS C
MOCTIEAYIOMUM  BOCCTAHOBJICHHEM  BOJHO-DJIEKTPOJIUTHOrO  OajllaHca B YCJIOBHSX
CHEIUAIM3UPOBAHHOTO LIEHTPA.

B cnydae BeipakeHHOTO CHIDKeHHS AJl clemyer mepeBecTy MallMeHTa B MOJIOKEHUE «JIekKay)
Ha CITUHE C IPUIIOIHITHIMUA HOTaMH.

[Ipn HEOOXOAMMOCTH MOXKET OBITh BBIOJHEHO BOCIOJIIHEHHWE O0BbEMa KHUAKOCTU IyTEeM
BHYTPUBEHHON WH(Y3UH H30TOHHYECKOTO COJIEBOrO pacTBopa (Hampumep, BHYTPUBEHHAs
uHoy3usa 0,9 % pactBopa xJjopuia HaTpus) WIH JIIOOBIM JPYTUM CIHOCOOOM BOCIHOJIHEHUS
obbema xunkoctu. [lepuHmonpunar, akTuBHas (Gopma MEepUHIONPHUIIA, MOKET OBITh yaajeH

U3 OpraHu3Ma C MOMOIII0 quain3a (CM. pasaen 5.2).

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoamHamMHYecKHe CBOCTBa
dapMakoTepaneBTUYECKas TPyTIa: CPeACTBa, ACHCTBYIONINE HA PEHUH-aHTHOTCH3HHOBYIO
CHUCTEMY; MHTHOMTOPBI aHTHOTeH3UHNIpeBpaiatomero pepmenrta (AIID), komOnHanuu;

uHruouTOphl AII® U TUypeTHKwy.

Kox ATX: C0O9BA04

36


mailto:dlsmi@pharm.kg
http://pharm.kg/

Homumpen A — KOMOMHUPOBAaHHBIA Tpernapar, COASPKAIIMA HWHAANAMH W TIEPUHIOTPHIIA
aprunuH. @apmakonaorndyeckrue CBOMCTBa JieKkapcTBeHHOro npenapara Homunpen A coueraror
B ceOe OT/IebHBIC CBOMCTBA KAXKOTO U3 KOMIIOHEHTOB.

Mexannsm neiicTBus

Honunpen A

KomOunanust wHmanamuja ¥ NEPUHIONPUIIA YCUIUBAET AHTUTUIIEPTEH3UBHOE JEHCTBUE

KQXKIOr0 U3 HUX.

HUnoanamuo

WupganamMus OTHOCUTCS K Trpynmne cyiab(OHaMUIOB, MO (PapMaKOIOTHUYECKUM CBOICTBaM

OJIM30K K THAa3UAHBIM auypeTukaMm. Muganamug uHruOupyeT peadcopOIiMio HOHOB HATPHS B

KOPTUKAJILHOM CErMEHTE MeTiu ['eHie, 9TO MPUBOIUT K YBEITUYCHHUIO BHIBEICHUS MOYKAMU

MOHOB HATpPHs, XJIOpA U B MCHBINEH CTETICHH MOHOB KallWs U MAarHus, yCUIUBAas TEM CaMbIM

Uype3, U CHIKasl apTepHalibHOE J1aBJICHHE.

Ilepunoonpun

[Mepunmonpun — UHrUOUTOP (EepMEHTa, MPEBPAIIAIOIIETO AaHTHOTEH3UH | B aHrmoreHsux 11

(uaruOuTOp aHruoreHsuHnpenpamaomero ¢epmenta (AIlD). AIID, wnmu kunuHaza I,

ABJISIETCS. HK30IENTUAA30M, KOTOpas OCYIIECTBISIET KakK IMpeBpallleHue aHruoTeHszuHa | B

COCYAOCYKMBaIOIllee BellecTBO aHruoTeHsuH I, Tak u paspymieHue OpaJWKHHHMHA,

00J1a/1a01IEr0 COCYA0PACIIUPSIONINM IEHCTBUEM, 0 HEAKTHBHOTO T'eNTANCNTHIA.

B pesyinbrare nepuHaonpui:

- CHMJKaeT CEKPELHUIO abJ0CTEPOHa;

- 1O TNPUHLMIY OTPHUIATEIbHOW OOpaTHOW CBSA3M YBEIMYMBAET AKTUBHOCTh pPEHUHA B
1a3Me KpPOBU;

- TpU JUITEIHHOM MPUMEHEHHH YMeEHbIIaeT oOlmiee mepudeprudeckoe COCyAHCTOe
conpotunenue (OIICC), uyTto 00yciIOBIECHO, B OCHOBHOM, JIEHCTBHEM Ha COCYIbl B
MBIIIIAX U MOoYkax. ITH 3(P(EeKThl HEe COMPOBOXKIAIOTCS 3alEPKKOW HMOHOB HATPUS U
KUJAKOCTH WM Pa3BUTHEM Pe(IESKTOPHON TaXUKaAPAHH.

[Mepurmonpun HOpMaIKU3yeT paboTy MHOKApAA, CHUXKAsl MPEAHATPY3KY U IOCTHATPY3KY.

IIpy wu3ydyeHuM TmOKa3aresed TeMOJMHAMUKH Yy TMAIMEHTOB C XPOHUYECKOW CepIAeyHOMN

HenocTatouHOCThIO (XCH) OB1TO BBISIBICHO:

- CHIDKEHUE JIaBIICHUS HATIOJTHEHUS B JIEBOM M IPABOM KEITYJ0UYKaX CepALa,;

- cHmxkenune OIICC;

- YBEJIMYEHHUE CEPICYHOI0 BHIOPOCA;
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- YCUJIEHHME MBIILIEYHOT0 MepU(epruyecKkoro KpoBOToKa.

dapmakognaamMuyeckue P PeKTel

Anmucunepmensusnoe oelicmeue

Honunpen A

JlekapcTBenHblii mpenapat Homumnpen A oka3biBaeT 10303aBUCMMOE AHTUTHMIEPTEH3MBHOE
NeiicTBUe, KaK Ha TUACTOJIMYECKOe, TaK M Ha cucToiandeckoe AJ[ Kak B MOJIOKEHUHU «CTOS,
TaK U «Iexa». AHTUTUIIEPTEH3UBHOE JIeiicTBUE coxpaHseTcs B TeueHHe 24 4. CTaOUIbHBIN
TepaneBTHUECKUI 3(pdeKT pa3BuBaeTcs MeHee yeM uepe3 | Mecdll OT Hayaja Tepanuu U He
comnpoBoxaaerca Taxuduiakcueil. [IpekpaiieHue JiedeHHs] HE BbBI3BIBACT CHHJIPOMA
«OTMEHBD».

JlekapcTBeHHbI npenapaT Homumpen A yMeHbIIaeT CTeNeHb TUNEPTPOPHUH JIEBOTO
xenypouka (I'JDK), ymydmaer snactuuHocTh aprepuii, cHumxkaer OIICC, He Biauser Ha
MeTaboarM3M JUNUA0B (OOIUIT  XOJIECTEPUH, XOJECTEPHH JIMIOMPOTEHHOB BBICOKOM
rmiotHocty (JITIBIT) u munonporenHoB Hu3koi miotHoctu (JITTHIT), Tpurmumepubr).
Jloka3zaHo BIUsSHUE MPUMEHEHUS KOMOWHAIMU WHIanamuaa u nepunponpwia Ha [JDK B
CPaBHEHMM C DHAJAnpuiaoM. Y TMAalUEHTOB ¢ aprepuanbHoi runeprenzued u [JDK,
MoJIy4yaBIIUX — Tepanuio uHAanamugoMm 0,625 mr/mepuHgonpuiioMm  3pOyMHHOM 2 MT
(3KBUBAJICHTHO 2,5 MT MEPUHIONPUIIA apTUHIUHA) WJIH SHATANPUIOM B 03¢ 10 Mr oauH pa3 B
CYTKH, U TIPU YBEIMYEHUH J103bI MHAAMAMHUIA 10 2,5 MT U MepUHAONpHIIa SpOyMuHa 10 § Mr
(oxBHUBasieHTHO 10 MI TepUHIONpHIIA aprMHUHA), WU SHananpuia 10 40 Mr oauH pa3 B
CyTKH, OTMEUYEHO OoJiee 3HAaUMMOEe CHIDKCHHE MHACKCa Macchl JeBoro xenyaouka (MMJIK) B
rpynne HHAanaMua+IepuHAONPHI 10 CPaBHEHHIO € Tpynnoil sHananpuia. Ilpu stom
HaubOonee 3HaunMoe BiusHue Ha MMJDK ormedaercs mpu NpUMEHEHHH WHIANaMEIA
2,5 Mr/mepuHonpuia 3poyMHHa § M.

Takxke oTMeueHO Oojiee BBIpAKEHHOE AaHTUTUIIEPTEH3MBHOE JelicTBUe Ha (oHe
KOMOMHHMpPOBAaHHOW Tepanmuu HMHAANAMUIOM U TMEPUHAONPHIOM 10 CpPaBHEHHUIO C
SHAJIAIIPUIIOM.

VY manueHToB ¢ caxapHbIM auabeToM 2 THMa (CpeIHUe MOKa3aTelnu — BO3pacT 66 JeT, HHAEKC
Maccel Tena 28 Kr/mM?, TNIMKO3WIMpOBaHHbIA remormo6un  (HbAlc) 7,5%, AJl
145/81 MM pT. CT.) M3y4ajoch BITUSTHHE (bUKCUPOBaAHHOM KOMOWHAIIUH
MHAANAMUHTIEPUHIONPUAI HAa OCHOBHBIE MHUKPO- M MaKpOCOCYIJUCTBIE OCJIO)KHEHHS B
JIOTIOJIHEHHE KaK K CTaHJApTHOM Tepanuu Ui IIIMKEMUYECKOI0 KOHTPOJIS, TaK U K CTpaTeruu

uHTeHCHBHOTO rnkemuueckoro kKoHTpous (UI'K) (eneBoit HbAlc < 6,5 %).
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VYV 83 % mnanueHTOB OTMewanach aprepuanbHas runepreHsus, y 32 % u 10 % — makpo- u
MUKPOCOCYIUCThIE OCIOXKHEHUS, ¥ 27 % — MUKpOadbOyMuHypus. BonbIIMHCTBO MallMeHTOB
Ha MOMEHT BKJIIOUEHHUSI B MCCIEJOBAaHUE MOJyYalyd THIOTIMKEeMHUYecKyro Tepanuio, 90 %
MAlMEHTOB — THUIIOTJIMKEMUYECKUE CPEACTBA sl npueMa BHYTpPb (47 % MNalHUeHTOB — B
MOHOTepanuu, 46 % — Tepanuio IByMs npenaparamu, 7 % — Tepamuio Tpems Mpernaparamu).
1 % manueHTOB Mody4yan MHCYJIMHOTepanu, 9 % — Toibko auerotepanuio. [Ipon3BoaHbie
CyJIb(OHMIMOYEBUHBI NpHHUMaMH 72 % mauueHTtoB, merdpopmun — 61 %. B kauectBe
CONYTCTBYIOIIEH Tepanuu 75 % MalMeHTOB NOJydyald TUIIOTEH3UBHBbIE cpeacTBa, 35 %
MalMeHTOB — TUIIOJIMITHIEMHYECKHE cpeacTBa (TJIaBHBIM 00pa3om, HHruouTopbl [’ MI'-KoA-
peaykrassl (cTaTuHbl) — 28 %), aleTHUICATUIMIOBYIO KHCIIOTY B Ka4yeCTBe aHTHArperaHTHOTO
CPEICTBA U Ipyrue aHTHarperanTHole cpeacrna (47 %).

[locne 6 Hemenp BBOAHOIO IEPUOAA, BO BPEMS KOTOPOIO MNAIMEHTHI MOIy4ald TEPAIUIO
NEPUHJIONPUIOM/UHIANIAMHUIOM, OHU  paclpefeNsyiicb B TIPyHIy  CTaHJapTHOTO
rKeMudeckoro koHTposst wim B rpymnmny UK (mekapcrBennsiil npenapat Jlnadberon MB ¢
BO3MOXKHOCTBIO YBEJIIMUESHUS 0361 10 MaKCUMaIbHOU 120 MI/CyTKu Ui 100aBIIeHUE APYTOTO
TUTMIOTJIMKEMUYECKOTO CPEJICTBA).

B rpynne UT'K (cpenusis nponomkuTenbHOCTh Habmonenus 4,8 net, cpeauuit HbAlc 6,5 %)
[0 CPaBHEHHUIO C TPYMION cTaHaapTHoro koHtpois (cpemnuit HbAlc 7,3 %) mokaszano
3HaynMoe cHIbkeHue Ha 10 % OTHOCHUTENHHOTrO prcka KOMOMHUPOBAHHOM 4aCTOTHI MaKpo- U
MHUKPOCOCYIUCTBIX OCIOXKHEHUI.

[TpeumyIiecTBO OBLJIO JTOCTUTHYTO 3a CYET 3HAYMMOIO CHIKEHUS OTHOCUTEIIBHOTO PHCKa:
OCHOBHBIX MHKPOCOCYAMCTBIX OCIIOXKHEHUN Ha 14 %, BOBHMKHOBEHHUS M IPOTPECCUPOBAHUS
Heppomatuu Ha 21 %, mukpoansOymuHypuu Ha 9 %, makpoansOymuHypuu Ha 30 % u
Pa3BUTHSI OCIIOKHEHUH CO CTOPOHBI Touek Ha 11 %.

[IpeumyriecTBa TUNOTEH3UBHON TEparuy HE 3aBUCETN OT MPEUMYIIECTB, JOCTUTHYTHIX Ha
done UT'K.

Hnoanamuo

AHTHUTUIIEPTEH3UBHOE JICUCTBUE TMPOSIBISETCS IMpU MPUMEHEHUM I[pernapara B J103aX,
OKa3bIBAIOLIMX MUHUMAJIBHOE IUYPETUYECKOE JIEHCTBHE.

AHTUTHIIEPTEH3UBHOE JIEUCTBUE UHAAMAMU/IA CBSA3aHO C YIYUIIEHUEM AJIaCTUYECKUX CBONCTB

KpyNHbIX apTepuii, ymensiennem OIICC.
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Nunanamun ymensmaer crenenb ['JIDK, He BiIMseT Ha KOHLEHTpALMIO JIMIUIOB B IJIa3Me
KpOBU: TPUTIHUIEPHI0B, obmero xonecrepuna, JIITHII, JITIBII; yrneBonnbsiii oOMeH (B TOM
YHCIIe y MAIMEHTOB C COMYTCTBYIOIINM CaXapHbIM TUA0OETOM).

Ilepunoonpun

[Tepungonpun 3¢heKTUBEH B Tepanuu apTepruaIbHON TUIIEPTEH3UH JIFOOOH CTENEHU TSIKECTH.
AHTUTUTNIEPTEH3UBHOE JICHCTBHUE MpernapaTa JOCTUraeT MakCMMyMa udepe3 4-6 yacoB mociie
OJIHOKpaTHOT'O IIpH€Ma BHYTPb M cOXpaHsercss B TeueHue 24 uaco. Yepes 24 yaca mocie
npuema Ipernapara Habmoaercs BelpakeHHoe (rmopsiaka 80 %) ocraToyHOe MHIHOMpPOBaHHE
AllD.

[Tepunonpui oka3pIBa€T aHTUTUIIEPTEH3UBHOE JCHCTBIE Y MAIIIEHTOB KaK C HU3KOM, TaK U C
HOPMaJTHbHOW aKTUBHOCTHIO PEHUHA B TIJIa3ME KPOBH.

CoBMecTHOE  MPUMEHEHHE  THA3WIHBIX  JUYPETHKOB  YCHUJIMBAET  BBIPAXKCHHOCTH
AHTUTUTNIEPTEH3UBHOTO neicTBUs. Kpome sToro, komOmHupoBanue wuHruomtopa AlID u
TUA3UJIHOTO JMypETHKa TakXe MPUBOAUT K CHUIKEHHMIO PUCKA Pa3BUTHUS TUIIOKAJIHMEMHH Ha
¢doHe npuema JypeTUKOB.

Kimmanueckas 3¢ heKTUBHOCTD M 0€30IMaCHOCTD

Jlsotinas 6a0okada penun-aneuomen3ur-arboocmeporosotl cucmemvl (PAAC)

HmeroTcst naHHbIE KIMHUYECKUX MCCIET0BaHNN KOMOMHUPOBAHHOM Tepanuy ¢ IPUMEHEHUEM
unruouropa AIl® c antaronucramu peuentopos anruorensuxa II (APA 1I).

[IpoBoamch KIMHUYECKHE UCCIEIOBAHUS C YyJacTHEM MAIleHTOB, HMCIOIIUX B aHAMHE3e
CEPICUYHO-COCYANCTOE WU IiepeOpoBackyisipHOoe 3aboseBaHue, OO caxapHbIi auaber 2
TUTA, COMPOBOXKIAIOMIMICS TOATBEPKICHHBIM IOPAKEHUEM OpraHa-MHILIEHH, a TaKke
WCCIICIOBAHMSI C yYacTHUEM MAIMEHTOB C CaxXapHBIM Jua0eToM 2 TUMa U JUa0eTHYeCKON
HedpomaTuei.

JlanHble uCCleIOBaHMSI HE BBIBUIM Yy MAalMEHTOB, IMOJYYaBIIUX KOMOWHHPOBAHHYIO
TEpanuio, 3HAYMMOTO TIOJOKUTEIBHOIO BJIMSHUS Ha BO3HUKHOBEHHE IMOYEYHBIX H/WIN
KapAMOBACKYJISIPHBIX COOBITUH U Ha MOKA3aTeNd CMEPTHOCTH, B TO BPEMs KaK PUCK Pa3BUTHS
THIEPKAIMEMHUH, OCTPOM TOYEYHOW HEIOCTATOYHOCTH W/WIM apTEepPUATbHON THUIOTEH3UH
YBEJIMYUBAJICS 110 CPABHEHHUIO C MAUEHTaMHU, OJy4YaBUIMMH MOHOTEPAIHIO.

[IpuarMasi BO BHUMaHHUE CXOKH€ BHYTPUTPYNNOBbIE (apMaKOJUHAMUYECKHE CBOMCTBA
uHruOuTopoB AII® u APA 1I, nanHple pe3ynbTaThl MOKHO OXKHJIATh IS B3aMMOJCHCTBUS

JTI0OBIX APYTHX HpenapaToB, MpeacTaBuTenei kinaccoB HHruoutopos AII® u APA 1II.
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[ToaTOMy MpOTHBOTIOKA3aHO MpUMEeHEHHE HHTHONTOPOB AIID B codeTaHWU ¢ aHTarOHUCTAMHU
peuenitopoB anrnoTeH3uHa [l y manueHToB ¢ quadeTniaeckoil HedypormaTHei.

NmeroTcst naHHbIE KIMHUYECKOTO MCCIE0BAHUS 110 U3YUYEHUIO MOJOKUTEIBHOTO BIUSHUS OT
no0aBlieHUs] aTMCKUpeHa K cTaHaapTHOM Tepanuu unHruOutopom AIID umu APA 11 y
NAlMEHTOB C cCaXapHbIM JuabeToM 2 TWMa M XPOHUYECKUM 3a00JIeBaHMEM TMOYEK WU
CEPICYHO-COCYAUCTBIM 3a00JIeBaHUEM, JHUOO HMMEIONMIUX COYETaHWe JTUX 3a00JeBaHUM.
HccnenoBanue ObLTO MPEKPAIIEHO JOCPOYHO B CBSI3U C BO3POCIIMM PUCKOM BO3HUKHOBEHUS
HEXeNaTeNbHbIX UCX0JI0B. CeplieyHO-COCyAUCTasi CMEPTh U HMHCYJIBT BO3HUKAJIM Yalle B
rpynmne ManueHTOB, MOIyYarolluX aJIUCKUPEH, MO CpPaBHEHMIO C rpymnmoi miarebdo. Taxxke
HEe)KeNaTelIbHbIe SIBJICHUSI W CEphe3Hble HEKeJaTelbHble SBJICHHS 0Cco00ro HHTepeca
(rumepkanueMus, — apTepuanbHas ~ TUMOTCH3US W HapymeHuss  (QYHKIUM  TI0YEK)
PETHCTPUPOBAIKCH Yallle B TPYIIE ATUCKUPEHA, YeM B TPYIITe Tu1aneoo.

eTu

OTCyTCTBYIOT JaHHBIE O IPUMEHEHUHU npenapara Homunpen A y nerei.

5.2. ®dapmakoKMHeTHYECKHE CBOHCTBA

Honunpen A

CoBmecTHOE  TpPUMEHEHHWE  MHJANMaMuAa M NEpUHAONpUIAa HE  U3MEHSeT  UuX
(apMaKOKMHETUYECKHX XapaKTEPUCTUK MO CPABHEHHIO C UX Pa3/eIbHBIM IPUMEHEHHEM.
Hnoanamuo

Abcopbrs

Wupanamua OBICTPO U TOJTHOCTBIO a0COpOUpYyeTCs U3 HKETYAOYHO-KUILIEYHOTO TPAKTA.
MaxkcumanbHasi KOHIIGHTpAlUsl B IJIa3Me KPOBH JIOCTHUTaeTcss yepe3 1 yac mocie mpuema
npenapara BHyTpb.

Pacnopenenenue

CBs13b ¢ OenkaMu 11a3Mbl KpoBU cocTaBiisieT 79 %.

BI/IOTDaHCd)ODMaHI/IH U 3JIMMUHAIUA

[Tepunon momyssiBenenust (T12) coctaBusier 14-24 gaca (B cpenmnem 18 uaco). [loBTopHOE
NpUMEHEHHE TIpernapara He NPUBOJUT K €ro KyMYJSIIMH B OpraHu3zMe. BwiBoauTcs B
OoCHOBHOM ¢ Mouoi (70 % oT BBeaeHHOW m03b1) U KamoMm (22 %) B ¢opMe HEaKTUBHBIX
MeTabOIUTOB.

Oco0nIe I'pynIbl TanMEHTOB

Hapywenue ¢pynkyuu novex
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vy ITallMCHTOB C IMOYCIHOM HEAOCTATOYHOCTHIO (bapMaKOKI/IHeTI/IKa HE U3MCHSCTCA.

Ilepundonpun
AGcopbuus

[locne mpuema BHYTpb NEPUHAONPUI OBICTPO BCACBHIBACTCS, W IMUKOBas KOHLIEHTPAIUS
nocturaercss B tedeHue 1 daca. Ilepumopn monyBbIBEEHMS MEPUHAONPHIIA paBeH | dacy.
buonocrynnocts cocraBiusier 65-70 %.

[Ipuem numm 3ameyUIsieT MpeBpalleHue NepUHAONPUIAa B TIEPUHAONPUIIAT, TAKUM 00pazoMm,
BJIMSISE HA OMOJOCTYHNHOCTh. [109TOMY MEpHHIONPHI ClieAyeT MPUHUMATh OAMH pa3 B CYTKH,
yTpOM, Nepe MPUEeMOM MUIIH.

Pacnopenenenue

OO0wvemM pacrpeneneHUs HECBS3aHHOTO MEPUHAONpPUIIATa COCTABIAET MPUOIUZUTEIHEHO
0,2 n/kr. CBs3p mepuHAonpuiIaTta ¢ OelkamMM IUIa3Mbl KpPOBH, INIaBHBIM oOpazom c¢ AllD,
3aBUCHUT OT KOHIEHTPALIMKU EPUHIONPHUIIA U cOCTaBiAeT 0koJio 20 %.

Buorpancdhopmarims

[Mepunmonpun npeacrapiseT coboit mposekapcTBo. 27 % OT 00IIero KoJIM4ecTBa MPUHITOTO
BHYTpb TEPUHIONpHUIA TIOCTYMaeT B KPOBOTOK B BHJE AaKTUBHOTO MeTaboimra
nepusonpuiara. [lomuMo akTHBHOTO MEepUHOIIPHIIaTa 00pa3yroTcs ele 5 MeTaboIUTOB, HE
obnanaromux (hapMaKoJIOTHYeCKOi akTUBHOCTHIO. [IMKOBasi KOHIEHTpalLUs MepUHAOIpHIIaTa
B I[IJITa3M€ KPOBH JIOCTUTAETCS B TeUEHHE 3-4 4acoB.

DJIMMUHAIMS

[lepunonpunaT BBIBOOUTCA U3 OpraHU3Ma ¢ MOYOM, U KOHEYHBIA MEPHOJ MOTYBBIBEICHUS
(T12) cBOOOMHOM (paKIMK COCTABISET OKOJO 17 9YacoB, B pe3yjbTaTe 4Yero paBHOBECHOE
COCTOSIHME JIOCTUTAETCs B TeUCHHE 4 CYTOK.

JIu"elHoCcTh (HEAUMHENHOCTB)

beina mpoaeMoHCTpHUpoOBaHa JIMHEHHAs 3aBUCUMOCTh MEXIY J030M TMEpPUHIONpPHUIIA U €ro
KOHIIEHTpaluel B MJia3Me KPOBH.

Oco0ble rpyInel NALKMEHTOB

Tlayuenmwl noscunoeo 6ospacma

BriBenieHne nepuHaonpuiiaTa CHUKACTCS Y TOXKIIIBIX MAIlMEHTOB, a TAK)KE y TAIlUEHTOB C
CEpACYHOMN MU MTOYEYHON HEAOCTATOUHOCTBIO.

Hapywenue ¢pynkyuu nouex

[Ipu HapymeHnn (YHKIMM TOYEK JKENaTeNbHO KOPPEKTHPOBATh 103y B 3aBUCUMOCTH OT

CTENEHM HapyILIEHUs (KJIMPEHCAa KpeaTUHUHA).
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Huanuz

Jnanu3HpIi KIMPEHC IepUHIONpIIaTa cocTaiseT 70 MiI/MUH.

LHuppos neuenu

dapMaKOKMHETHKA MEPUHJIONPHIIA Y MAIMEHTOB C LUPPO30OM NEYEHH HOCUT HU3MEHEHHBIN
XapakTep: MEUYCHOUYHbIH KIMPEHC MCXOOHOM MOJIEKYJIbl CHMKEH B JBa pa3a. TeM He MmeHee,
KOJIMYECTBO O0pa3ylolierocss MNEepUHIONpUiIaTa HE YMEHbIIAeTcs, U, CIeA0BaTelIbHO,
KOPPEKIMH 710361 He TpedyeTcs (cM. paznensl 4.2 u 4.4).

5.3 /laHHbIe TOKJIHMHUYECKOH 0€30MACHOCTH

KoMOuHanus mHaanamMpsia ¥ MEpUHIONpHWIa 00JaJaeT HECKOJIBKO OOJbIeH TOKCHUYHOCTHIO,
YeM €€ KOMIIOHEHTHI. [louedyHble NpOsIBICHUS, MO-BHIMMOMY, HE YCHJIHMBAIOTCA Y KpBIC.
OpnHako KOMOMHALMs BBI3BIBAET JKEIYAOYHO-KUIIEYHYI0 TOKCHUYHOCTH Yy CO0ak, a
TOKCHUYECKOE BO3JeCTBHE Ha OEpPEMEHHBIX CaMOK, IO-BHUIUMOMY, YCUIUBAETCA y KpbIC (IO
CPaBHEHHUIO C IEPUHIOIPUIIOM).

Tem ©He MeHee, 3TH TO0OYHBIE A(P(GEKThl NPOSABISIOTCS MpPHU YPOBHAX, 3HAUYUTEIHHO
IPEBBIMIAIOIINX UCIOIb3yEMbIE TEPAIIEBTUUECKUE O3BI.

JIOKITMHUYECKUE UCCIIE0BAaHUS, IPOBEACHHBIE OT/ICJIBHO C NEPUHAOIPUIOM U HHAANAMHUIOM,
HE BBIBWIM TI'E€HOTOKCHMYECKOTO WM KaHLEPOTeHHOro mnoTeHnuana. MccienoBanus
PENpPOIYKTUBHON TOKCHUYHOCTH HE BBIBIJIM SMOpPHOTOKCHYHOTO WM TEPaTOreHHOTO

NeCTBUS, BIMSHNE HA PEPTUIHLHOCTH OTCYTCTBOBAJIO.

6. ®APMAIEBTHYECKHE CBOWCTBA
6.1. IlepeueHb BcnoMorareJibHbIX BellleCTB
AHopo:
JlakT03BI MOHOTHAPAT
Marnus creapat
ManbToIeKCTpUH
KpeMumst nTMOKCHT KOJIJIOUTHBIN O€3BOHBIN

Kapbokxcumernnkpaxman Hatpus (Tum A)
Obonouka nieHouHas:

['munepon

I'mnpomennosa
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Makporon 6000
Maruus creapat

Turtana quokcun (E171)

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)

3 rona.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH IPH XPAHECHUH

XpanuTth nipu Temnepatype He Boie 30 °C.

6.5. Xapakrep u coaep:kaHue NePBUYHON YIIAKOBKHU

Ipu npouszsoocmee na «Jlabopamopuu Cepsve Unoacmpuy, @panuyus:

ITo 14 nnm 30 TabneTok Bo (1akoH U3 MOJIMIIPOIUIEHA, CHAOKEHHBIH 103aTOPOM U MPOOKOii,
COZEpIKAILEH BIArONOrJIOMIAIOIINAN Tellb.

[To 1 ¢nakony (mo 14 mnm 30 TaGnETOK) C JIMCTKOM-BKJIAABIIIEM B TMAa4YKe KAPTOHHOU C
KOHTPOJIEM MIEPBOTO BCKPHITHSI.

YnakoBka Jj1s1 CTallMOHAPOB:

ITo 30 Tabnerox BO (pyakoH M3 TMOJMIPONHUICHA, CHAOKEHHBIN J03aTOPOM M TPOOKOA,
COZEPIKAILEH BIArONOrJIOMIAIOIINAN Tellb.

[To 3 ¢nakona (mo 30 TabneTok) C paBHBIM KOJIMYECTBOM JIMCTKOB-BKJIQJBIIICH B IMadke

KapTOHHOI ¢ KOHTPOJIEM IEPBOTO BCKPHITHSI.

Ipu  npouszseoocmee  na  «Jlabopamopuu Cepsve  Hnoacmpuy, Dpanyus _ u

pacacoeske/ynaxosxe na 000 « CEPBLE PYCy, Poccus:

[To 14 unu 30 TabneTox BoO (py1akoH W3 MOMUIPONUIICHA, CHAOKEHHBIN 103aTOPOM U MPOOKOH,
COZEpIKAILEN BIArONOrJIOMIAIOIINAN Tellb.

Mo 1 ¢nakony (mo 14 wmm 30 TabGneToOK) ¢ JIMCTKOM-BKIAQABIIIEM B TAadKe KapTOHHOH ¢
KOHTPOJIEM MEPBOTO BCKPHITHSI.

YnakoBka Jij1sl CTallHOHAPOB:

ITo 30 Tabnerox BO (pakoH M3 TMOJMIPONHUICHA, CHAOKEHHBINH J03aTOPOM M TPOOKOH,

COZEpIKAILEN BIArONOrJIOMIAIOIINAN Iellb.
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[To 3 ¢nakona (mo 30 TabneToK) C paBHBIM KOJIMYECTBOM JIMCTKOB-BKJIAQJBIIICH B IMadke

KapTOHHOI ¢ KOHTPOJIEM IEPBOTO BCKPHITHSI.

Tpu npoussoocmee na OO0 « CEPBBE PYCy, Poccus:

[To 14, 29 wmm 30 Tabmerok BO ¢IakOH W3 TMOJIUIPOINUIICHA, CHAOKEHHBIH J103aTOPOM U
poOKOM, copepIKaIleii BJIaronorIoNIaroIiil Telb.

ITo 1 ¢makony (mo 14, 29 unm 30 TabneToK) ¢ TUCTKOM-BKJIAJBIIIEM B IMaYKe KapTOHHOU C
KOHTPOJIEM MEPBOTO BCKPHITHSI.

YnakoBka Jj1sl CTallHOHAPOB:

[To 30 Tabnetok BO (hJIAaKOH W3 TOJHMMIPONUJICHA, CHA0XEHHBIM 03aTOPOM U TMPOOKOH,
COZEpIKAILEN BIAroNOrIOMIAOIIAN Tellb.

ITo 3 ¢umakona (mo 30 TabneTOK) C paBHBIM KOJIHYECTBOM JIMCTKOB-BKJIAJIBINICH B IMayke

KapTOHHOI ¢ KOHTPOJIEM IIEPBOTO BCKPHITHSI.

Ipu  npouszsoocmee  na  «Jlabopamopuu Cepsve  Hnoacmpuy, Dpanyus _ u

pacchacoske/ynaxosxe na «Cepewve (Upranous) Unoacmpus JImoy, Upnanous:

[To 30 Tabnerok BO (hJIaKOH W3 TOJHMMPONUJICHA, CHA0XKEHHBIM 103aTOPOM U TMPOOKOH,
COZIEpIKallleil BIAaronorjonatonui refp.

ITo 1 ¢naxony (mo 30 TabneTOK) ¢ JIUCTKOM-BKJIAJIBIIIEM B MadyKe KAPTOHHOM ¢ KOHTPOJIEM
MIEPBOTO BCKPBITHSL.

YnakoBka Jij1sl CTallMOHAPOB:

[To 30 Tabnerok BO (hJIaKOH W3 TOJHMMPONUJICHA, CHA0XKEHHBIM 103aTOPOM U TMPOOKOH,
COZEPIKAILEHN BIArONOrJIOMIAIOIIAN Tellb.

ITo 3 ¢makona (mo 30 TabneTOK) C paBHBIM KOJIHYECTBOM JIMCTKOB-BKJIAJIBIINICH B IMayke

KapTOHHOI ¢ KOHTPOJIEM IEPBOTO BCKPHITHSI.

6.6. OcoOble Mepbl TMPEIOCTOPOKHOCTH NPH YHUYTOKEHHH MCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 TMpenapara MJIM OTXO/[0B, MOJYYEHHBIX TOCJIe NPUMEHEeHUs!
JIEKAPCTBEHHOT0 Mpenapara Wi Apyrue MAaHUMYJISIHH ¢ IPenapaToM

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.
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7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

«JlabopaTtopuu Cepsre» / Les Laboratoires Servier
50, yn. Kapno, 92284 Cropen Cenexc, @pannmst / 50, rue Carnot, 92284 Suresnes Cedex,

France

7.1. IlpeacraBuTe/ib AepKaTesisi perHCTPALIMOHHOIO YA0CTOBEPEeHUSI

IIperen3uun norpeduTeel HAOPABIATS 10 AJIPECY:

Poccuiickas Penepanus

AQO “Cepsne”

125196, r. MockBa, yi. JlecHas, nom 7, atax 7/8/9
Ten.: +7 (495) 937 07 00
daxc: +7 (495) 937 07 01

Di1. modra: servier.russia(@servier.com

PecniyOonuka ApMeHus

[IpencraButenncTBO “Jlaboparopuu CepBbe”
0002, r. EpeBan, ynunia AmMupsiaa, 15, marazun 100, Kentpon
Ten.: +374 (10) 50 50 74

D1. modra: mariam.antonyan(@servier.com

Pecny6nuka Benapycs

[IpencraButensctBO YAO “Les Laboratoires Servier” (Opaniry3ckas Pecryonmka) B
Pecny6onmke benapychb

220030, r. Munck. yi. Mscaukosa, 70, od. 303

Ten.: +375 (17) 306 54 55/56

9. noura: officeBY @servier.com

PecnyOnuka Kasaxcran u Keipreizckas PecriyOinka

TOO “Cepsbe Kazaxcran™
050020, r. Anmarsl, np. JJocteik 310I°
Ten.: +7 (727) 386 76 62

46


mailto:servier.russia@servier.com
mailto:mariam.antonyan@servier.com
mailto:officeBY@servier.com

Di. moura: kazadinfo(@servier.com

8. HOMEP PETHCTPAIHMOHHOI'O YAOCTOBEPEHUSA
B Poccuiickoit @enepanuu: JIIT-Ne(000179)-(PI'-RU)

B Keiprenckoit Pecryomuke: JITT-Ne000179-I'TI-KG

B Pecniy6niuke benapycs: JITI-Ne000179-T'TI-BY

B Pecniyoniuke Apmenusi: JITT-Ne(000179)-(I'TI-AM)

B Pecnyb6nuke Kazaxcran: JITT-Ne000179-I'TI-KZ

9. JIATA IEPBUYHOM PETUCTPAIIMU (ITOJATBEPKJIEHUSA PETUCTPAIIUY,
MNEPEPETUCTPALINN)

JlaTa nmepBoii perucTpanuu:

B Poccuiickoit @enepanun: 29.03.2021

B Keipreizckoit Pecrrybmmke: 22.07.2022

B Pecny6nuke benapycs: 28.09.2022

B Pecny6nuke Apmenusi: 09.12.2022

B Pecny6nuke Kazaxcran: 03.03.2023

10. JATA NEPECMOTPA TEKCTA
OOmas XapakTepHCTHKa JIEKApCTBEHHOro mpemapara Homumpen A jgoctynmHa Ha

UHPOPMALIMOHHOM TopTasie EBpa3uiickoro 3KOHOMHYECKOTO COI03a B HH(OPMALMOHHO-

KOMMYHHKAIIMOHHOH cetn «MHTepHEeT» http://eec.eacunion.org.
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