COOTBETCTBYET ZKCNEPTHOMY OTUETY

oT 21.10.2025 Nz 2

(NOCNELOBATENLHOCTL 0002)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAMMEHOBAHHUE JJEKAPCTBEHHOI'O ITPEITAPATA

[Mepungonpun, 2 Mr, TabIETKH, MOKPHITHIE TNIEHOYHOH 000I0UKOM
[Tepungonpun, 4 Mr, TaOJIETKH, TOKPHITHIC MJIEHOYHON 000JIOYKOM

[Mepunponpun, 8 Mr, TabIETKH, MOKPHITHIE TNIEHOYHOH 000I0UKOM

2.  KAYECTBEHHBIN U KOJJMYECTBEHHBII COCTAB

JelicTByroniee BEMIECTBO: IEPUHIONIPHUIL.

Ilepunnonpmii, 2 Mr, TaOJIETKH, ITIOKPBITHIE [JIEHOYHON 000JI0YKOM

Kaxnas Tabnerka, MOKpbITast INIEHOYHOH 000JI0YKON, COAEPIKUT 2 MT' IIEPHHIONIPHIIA 3pOyMHUHA.

Ilepungonpui, 4 mr, Ta6J'IeTKI/I, MOKPBITHIEC INICHOYHOU 000JI0YKO#

Kaxxnas Tabnerka, MOKphITas INICHOYHOH 00OJI0YKOM, COMEPKUT 4 MT IIEPUHIONPHIIA 3pOyMUHA.

BcnomoratenbHble BellecTBa, HaJlM4KMe KOTOPBIX HAJO YYUTHIBaTh B COCTaBE JIEKapCTBEHHOI'O
npernapara: KpacuTelb COHeuHbIH 3akar sxentsiid (E110) (cMm. pasnen 4.4).

Ilepungonpui, 8 mr, Ta6J'IeTKI/I, MOKPBITHIE INICHOYHOU 000JI0YKO#

Kaxxnas Tabnerka, MOKphITas IJICHOYHOH 00O0JI0YKOM, COMEPKUT 8 MI' IEPUHIONPHIIA 3pOyMUHA.

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPUBCICH B Pa3acCiIC 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIE TIICHOYHOM 000TOUKOM.

Ilepunmonpui, 2 Mr, Ta6J'IeTKI/I, MMOKPBITHIE IIJICHOYHOMH 000J109K0#

TabneTkn KpyriaoW, JBOSIKOBBITYKIOW (POpPMBI, MOKPHITHIE IMJIEHOYHOW 000J04YKOl Oenmoro wim
nouTH Genoro 1Beta. Ha monepedunom cpese — s1po 6e10ro Ui noutu 0enoro 1Bera.

Ilepunnonpmi, 4 Mr, TaOJIETKH, ITIOKPBITHIE IIJIEHOYHOM 000JI0YKOH

TabneTrkn KpyriaoH, ABOSKOBBITYKIOH (DOpPMBI, MOKPBITHIE IMJICHOYHOH OOOJOYKOM OT CBETIO-
3€JIEHOTr0 J10 3eJeHoro nsera. Ha monepeynom cpese — sapo 0enoro wiy no4Tu 0eaoro IBera.

Ilepungonpui, 8 mr, Ta6J'IeTKI/I, MMOKPBITHIE IIJICHOYHOMH 000J109K0

TabneTkn KpyrioH, ABOSKOBBINYKJION (OPMBI, MOKPHITHIE IJICHOYHOM OOO0JIOUKOW OT cepo-
3€JICHOTO JI0 3€JIEHOTO C CepoBaThIM OTTEHKOM IiBeTa. Ha momepeuHoM cpese — aapo Oenoro win
IOYTH OEJIoro LBeTa.

4.  KIMHHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NPUMeHEHHIO

IIpenapat Ilepunaonpui noka3zaH K IPUMEHEHHUIO y B3POCIbIX B Bo3pacTe OT 18 er.

e  AprepuanbHas rUIEPTEH3HUS.
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L4 XpOHI/I‘IeCKaSI cepacuHass HEJOCTATOUYHOCTD.

CMEPTHOMY OTUETY

e [IpodunakTrika TOBTOPHOIO MHCYJbTA (B COCTaBE KOMIUIEKCHOM Tepanmuu C WHIANAMHIOM) Y
MAalUEHTOB, NEPEHECHIUX  MHCYJAbT WJIHA  TPAH3UTOPHOE  HApyLIEHHWE  MO3TOBOIO
KpPOBOOOPAIICHHUS IO UIIEMUYECKOMY THITY.

e (CrabunpHas umemudeckas 6one3np cepana (MBC): cHmkeHne pucka cepaedHO-COCYIUCThIX
OCJIO)KHEHUH y nanueHToB co ctabunbHor UBC.

4.2. PeskuM J103UPOBAHMS M CIIOCO0 MPUMEHEHUSs

PexxuM mo3upoBanus

[Tpu BBIOOpE M03BI CEYET YYUTHIBATH OCOOCHHOCTH KIMHUYECKOW cUTyaruu (cM. pasaen 4.4) u
cTeneHb cHKeHus A/l Ha ¢poHE MPOBOAMMOM Tepanuu.

Apmepuanvuas cunepmen3us

JlekapcTBeHHbIH mpenapat [lepuHIonpHI MOXKHO IPUMEHSTH KaK B MOHOTEPAITUH, TaK U B COCTAaBE
KOMOWHUPOBaHHOH Tepanuu (cM. pasaenst 4.3, 4.4, 4.5 u 5.1).

PCKOMCHI[yeMaH HavdaJIbHas 103a COCTaBJIICT 4mrl pa3 B CYTKH.

VY nanueHToB ¢ BBIPAXXEHHOW aKTUBHOCTHIO CHUCTEMBI PEHHUH-aHTHOTEH3WH-aibaocTepoH (PAAC)
(0ocoOeHHO TIpU PEHOBACKYIISIPHON THUIEPTEH3WH, TMIIOBOJIEMHHM W/WJIM CHIDKCHHUH COJICPIKaAHHS
AJIEKTPOJIUTOB IUIa3Mbl KPOBH, JEKOMIIEHCALUN XpOHUYECKOU cepaeuHoi HenoctaTouHocT (XCH)
WM TSOKEJION CTETIeHH apTepHalIbHOM TMIIEPTEH3HH ) MTOCIIe TIpreMa EpBOi 036l IIperapaTa MOXKeT
pa3BUTbCA BbIpaxkeHHOe cHKeHue AJl. B Hayane Tepanuu Takue NAlMEHTHI JOJIKHBI HAXOAUTHCS
MO/ TIIATEJbHBIM MEIUIIMHCKUM HaOmoAeHueM. Pexomenayemas HadalbHas 1033 A1 TaKUX
MalMEeHTOB COCTaBJsieT 2 Mr 1 pa3 B CyTKH.

B ciryuae He0OX0IMMOCTH Yepe3 MecCsIl IociIe Hadalla Teparui MOKHO YBEIIHUYHTH 703y Iperapara
1o 8 mr 1 pa3 B CyTKH.

B Hauane Tepanuu JekapcTBeHHbIM IpernaparoM  I[lepuHompun  MOXET  BO3HHMKATh
CUMIITOMAaTUYeCKasl apTephalibHas TUIOTEH3Ms. Y TMalHueHTOB, OJHOBPEMEHHO MOIYYaroIINUX
JUYPETUKH, PUCK PA3BUTHUS apTEPUAIbBHON TMIIOTEH3HH BBIIIE B CBA3U C BO3MOXHOW IMIIOBOJIEMHEN
Y CHWJKEHHEM COJIEpKaHMsl SJIEKTPOJIUTOB IU1a3Mbl KpoBU. ClieyeT coOI04aTh OCTOPOKHOCTD MIPH
IIPUMEHEHNH JIEKapCTBEHHOT 0 npenapara [lepuHionpuin y 1aHHOM rpynibl MalMEeHTOB.

PekoMenayercsi, MO BO3MOXHOCTH, IPEKPaTUTh NPUEM JHUYpPETUKOB 3a 2-3 JHA [0
IperoaaraeMoro Hayajia Teparnuu JIeKapcTBEHHBIM npenapaTtoM Ilepunnonpun (cM. pasznen 4.4).

HpI/I HCBO3MOXHOCTH OTMCHUTH )II/IypeTI/IKI/I, HayaJIbHas 034 HeKapCTBCHHOFO HpenapaTa
[TepuHmonpui 10KHA COCTABIATH 2 MT. [Ipu 3TOM HE0OX0IMMO KOHTPOIUPOBATH (PYHKIIHIO TTOYEK
U COJACpKAHWE Kalus B CHIBOPOTKE KpOBU. B nmanpHeimmeM, B ciiydae HEOOXOJMMOCTH, /1032
mpemapaTa MOXKeT ObITh yBenuueHa. [Ipu HEOOXOOMMOCTH TMpUEM JTUYPETHKOB MOMXHO
BO300HOBUTb.

VY NauuMeHTOB MOXXWIOTLO BO3pacTa JIEUEHUE CJIEAYeT HAa4MHATh C 103kl 2 MI B CyTku. llpm
He0OXO0IMMOCTH Yepe3 MecsI] MOocie Hayajla Tepanuu 103y MOXKHO YBEJIMYUTH 10 4 MI' B CYTKH, a
3aTeM JI0 8 MI' B CYTKH C YYETOM COCTOSIHHSI (DYHKIMH MoYeK (cM. Tadi. 1).

Cepoeunas nedocmamo4HoCms

Jleyenne manueHTOB C XPOHUYECKOMN CepeYHOM HEIOCTATOUYHOCTHIO JIEKAPCTBEHHBIM IMpEnapaToM
[Tepungonpun B KOMOMHAIIMK C KaJIMHHECOEPETAIOIINMHI JUYPETUKAMH W/WIN JUTOKCHHOM H/WIIHA
Oera-apeHOONIOKATOpaMH, PEKOMEHAYEeTCsl HA4YMHATh [OJ  TIIATENbHBIM  MEIUIIMHCKUM
HaOJto/IeHneM, Ha3Havasl IpernapaTr B HadaJlbHOM 703€ 2 MT' OJUH pa3 B JIeHb, yTpoM. Yepes aBe
HEJeNu JICYSHHS J103a Tpernapara MOKET ObITh MOBBIIMIEHA 10 4 MT OAWH pa3 B JICHb MPH YCIOBUU
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N 1O OB4
XOpOLIEH NEPEHOCUMOCTH JO3bI 2 MI' U yl[OBHCTBOpI/ITeJIBHOFO[El[‘BeT;gl‘g'l'ﬂgbBE

VY NanmeHToB € TSKEIOW CEepACYHOM HEAOCTATOYHOCTBIO, @ TaKXKe Yy MAIlMEHTOB W3 TPYIIIbI
BBICOKOT'O pUCKa (TALMEHTHI C HapyIIeHHOW (DYHKIMEH MMOYeK U TeHICHIIMEH K HapyIIEeHUIO BOJIHO-
ANEKTPOJIUTHOTO  OanaHca, MAalUEHThl, OJHOBPEMEHHO IIONyYalolue JAUYPETUKH  W/HIu
COCYJIOpPaCIIUPSIONINE JIEKAPCTBEHHBIC IMperaparhbl), JEYEHHE [OJDKHO OBITh HayaTo o[
TIIATETHFHBIM MEIUIIMHCKAM HaOIr0ieHueM (cM. pazaen 4.4).

VY DNanMeHToB € BBICOKMM PHCKOM DPa3BUTHS CUMITOMAaTUYECKOM apTEepUaIbHOM THIIOTECH3UH,
HalpuMep, CO CHUKEHHBIM COZEP>KaHUEM JIEKTPOIUTOB IIPU HAJIMYUM WM 0€3 FMIIOHATPUEMUH, C
TUIIOBOJIEMHEM WJIM C MHTCHCUBHOM Tepalnved AMYpeTMKaMH, IIepe]] HadaJoM Ipuema
JIEKapCTBEHHOTr O npenapara [lepunaonpui, o BO3MOXHOCTH, IEPEUUCIICHHBIE COCTOSIHUS JIOJIKHBI
OBITH CKOppEeKTHpOBaHbI. Takue mokaszarenu kak BenuumHa AJl, QyHKIHMS mouek M copepikaHue
Kalus B IUIa3ME KPOBHU JOJDKHBI KOHTPOJIMPOBATbCS KAaK IIEpel HadaloM, TaKk W B IIpolecce
Tepanuu.

Ipoghunaxmuxa noemoproco uncyibma (KOMOUHUPOBAHHASL MEPANUsL C UHOANAMUOOM,)

VY mamueHToB ¢ mepeOpOBACKYISIPHBIMU 3a00JICBaHUSIMA B aHaAMHE3e, TEPAIUIO JICKAPCTBECHHBIM
npemnapatoM [lepunmonpun cieayer HaUMHATH C A03bI 2 MI' B TeUEHHUE TIEPBBIX JIBYX HEEIb, 3aTEM,
MOBBIIIIAS 103y A0 4 MT' B T€UEHHUE MOCJIEAYIONIUX ABYX HEACNb 10 TPUMEHEHUS HHIAIaMHU/Ia.

Tepanmo CJIeAYCT HaYUHATh B JIr000€e (OT ABYX HEACIb 0 HCCKOJBbKHX J'IeT) BpEMs IIO0CIJIC
MNEPCHCCCHHOI'0 NHCYJIbTA.

UBC: cHudicenue pucka cepOeuHo-coCyOUCMbIX OCIONMCHEHUll V NAYyUueHmos, pavee nepeHecuiux
unpapkm muokapoa u/unu KOpoHapHy1o pesacKyIapu3ayuio

VY  namueHtoB co crtaOwibHbM - TeueHueM MBC Tepamuio J1€eKapcTBEHHBIM —IpenapaTom
[lepunonpun cieayeT HaUMHATH C 103kl 4 M | pa3 B CyTKH.

Yepes 2 Henenu, Npu XOpolled NepeHOCUMOCTH Mpenapara ¥ ¢ yueToM COCTOSIHUA (DYHKIMHU TOYEK,
71032 MOXKET ObITh yBeJIMYeHa J10 8 MTI' | pa3 B CyTKHU.

Jlunam mokunoro Bo3pacta clieyeT HauuHaTh TEPanuio ¢ 1036l 2 Mr 1 pa3 B CyTKH B TEUEHHUE
OJIHOM Hexenu, 3aTeM 1o 4 Mr 1 pa3 B CyTKM B TE€UEHHE CJENyIOIIed Heaenu. 3aTeM, C y4eToM
COCTOSIHUSL (DYHKLMHU TOYEK, J03y MOXKHO YBEIMUYUTh 10 8 Mr 1 pa3 B cyTku (cMm. Tabm. 1).
VYBenuuuBarh 103y IpernapaTa MOKHO TOJBKO IPU €ro XOpolled IEepeHOCMMOCTH B paHee
PEKOMEHI0BAaHHOM J103€.

Oco0BIe TPVIIIHI TTAIMEHTOB

Iayuenmsi ¢ napywenuem yHKyuu nouex

VY nanueHToB ¢ MOYEYHOM HEJIOCTATOYHOCTBIO J03y IIperapara CleayeT MOAOHpaTh C y4eToM
kiupeHca kpeatunuHa (KK).

Tabmuna 1.  Jlo3upoBka JekapCcTBEHHOro mpemnapara llepunaonpuwsi HOpu  MMOYEUHOU
HEJ0CTaTOYHOCTU

KK (Ma/mun) Pexomenngyemas 103a
6osiee uiu paseH 60 4 Mr B CyTKH

6onee unu pasel 30, HO MeHee 60 2 MT' B CYyTKH

6osee uiau paseH 15, Ho menee 30 2 Mr 4yepes AeHb
[TanenTh! Ha remoananu3e™ menee 15 2 MI' B IEHb JUaJIN3a

* Quanusnvlil kKiupenc nepundonpuiama — 70 ma/mun. I[lpenapam credyem npunumams nocie npogeoeHus: npoyedypbl
ouanusa.

Iayuenmul ¢ napywenuem Qynkyuu nevenu

[TanmenTam ¢ HapymeHHeM (YHKIIMH M€YEHU KOPPEKLUHU 103bl He Tpedyercs (cM. pasaensl 4.4 u
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MY OTYETY

€TH

bezonacHocTh ¥ A(PQPEKTUBHOCTH NPUMEHEHUs TEPHUHIONPHIA y JAeTed M TOJPOCTKOB HE
YCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 nmpuMeHeHus

BHyTpb, pekoMeHAyeTCcsl MPUHUMATh OJMH pa3 B CYTKHU, Mepe] MPUEMOM IHILH, TPEANOYTUTEIHHO
YTPOM, 3alK1Basi CTAKAHOM BO/IbI.

4.3. TIpoTuBOMOKAa3aHMSsI
— I'unepuyBCTBUTEIBHOCTh K NEPUHAONPHIY WIH K ApyruM uHruoutopam AlID, unu k mobdomy

M3 BCIIOMOI'aTCJIbHBIX BCHICCTB, ICPCUUCIICHHBIX B pa3Jciic 6.1.

— AHIMOHEBpPOTMYECKMII OTEK B aHaMHE3e B pe3yJbTaTe NPEIIIECTBYIOLIEH Tepanuu
uHruouropamu AIl®, HacieACTBEHHBIN U /UM UAMONATUYECKUI aHTMOHEBPOTUYECKUNA OTEK.

—  BepemeHHOCTD, IEpUO/T JIAKTAIIHH.
— Bospacr o 18 net (3¢dhekTuBHOCTS 1 0€30MaCHOCTH HE YCTAHOBIICHBI).

— OJHOBpEeMEHHOE NMPUMEHEHHUE C ATMCKUPEHOM U IpernapaTtaMy, COAEp)KallUMU alUCKUPEH, Y
MAIMEHTOB C CaxapHbIM JHAa0ETOM H/WIM YMEPCHHOM MJIM TSDKEJBIM HapylIeHHEM (yHKIUH
nouex (ckopocTh Kiy6oukoBoi duastpammn (CK®) memee 60 wmur/mun/1,73 m? miomanm
MIOBEPXHOCTH TEJa).

— OpHOBpeMEHHOE NMPUMEHEHHE C aHTaroHMCTamu perentopoB anruoreHsuna Il (APA 1) y
MAIMEHTOB ¢ AMa0eTHYeCKON HepomaTHen.

— OIHOBPEMEHHOE TPUMEHEHHE C KOMOWHUPOBAHHBIMH JICKAPCTBEHHBIMHU IIperapaTamH,
COJIEpIKaIlMMHK BaJiCapTaH + CaKyOUTPHIL

—  BoIpakeHHBII 1BYCTOPOHHUI CTEHO3 MOYEUHBIX apTEPUM WM CTEHO3 apTepUH €IUHCTBEHHOMN
(GYHKIMOHUPYIOLIEH MOYKH.

— DKcTpakoprmopajbHas Tepanus, TPHUBOASIMIAS K KOHTAKTy KPOBH C OTPHUIIATEIHEHO
3apsKEHHBIMHA TOBEPXHOCTSIMHU.

4.4. Ocobble ykazaHusi 1 Mepbl IPeI0CTOPOKHOCTH NPHU NPUMEHEHUH

C 0CTOPOKHOCTBIO

JIByCTOPOHHMII ~ CT€HO3  IIOYEYHBIX apTepudl  WIM  CTE€HO3  apTEpUHM  EOUHCTBEHHOMN
(GyHKIMOHUpYIOIIEH  TOYKM,  [OYeyHas  HEIOCTaTOYHOCTb,  CUCTEMHbIE  3a00JeBaHUS
COCIMHUTENIbHOW TKaHM (CUCTEMHash KpacHas BOJIYaHKA, CKJIEPOAEPMHUS U Jp.), Tepamus
MMMYHOCYTIPECCOPaMH,  AJJIONYPUHOJIOM, MPOKaMHAMHUJIOM (pUCK pa3BUTHS HEHUTPONEHMH,
arpaHyJIOIINTO3a), CHWKEHHBbIM 00BbeM LUPKYJIUpYIOLIeH KpoBU (TMpHEM TUYPETHUKOB, OeccolieBas
MeTa, pPBOTA, Juapesi), CTEHOKapAus, IepeOpoBacCKyJIsIpHBIE 3a00JIeBaHUS, PEHOBACKYJISpHAS
TUIIEPTEH3UsA, caxapHbId OuabeT, MEepBUYHBIN TI'MIIEPabIOCTEPOHU3M, XPOHHMUYECKas cepiedHas
HegoctaToyHocTh [V (dyHKImoHanmpHOro kiacca mno kiaccupukauuu NYHA, coBmecTHOE
IpUMEHEHHE KanuicOeperaromux JUypeTUKOB, IpenapaToB Kauus, KaluicoaepkKaliux
3aMEHUTENeH MUIIEBOW COJMM M JIMTHS, AIUCKUpPEHA U MpPEernapaToB, COJAEPKAIIMX AIUCKUPEH Y
NaIMeHToB 0e3 caxapHoro Auadera WM HapylleHUuH (YHKIMU MOYeK, aHTarOHHCTOB PELENTOPOB
anruotensuHa Il (APA 1II) y namuentoB 0Oe3 nuabernyeckod HedpomaTHUH, TUNEpPKATUEMUS,
XUPYpPrU4ecKoe  BMEIIATeNbCTBO/OOIIAass  aHecTe3Ms, TeMOAMAIM3 C  HCIOJb30BaHHEM
BBICOKOIIPOTOYHBIX MEMOpaH, JAeCeHCHOMIM3UpYIoIIas Tepanus, agepe3 JTUMNONPOTENHOB HU3KON
wiotHoctu (JIITHII), cocrosiHre mocie TpaHCIIaHTAluKM [TOYKH, a0pTaJIbHBIA CTEHO3/MUTPAIbHBIN
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HETPOUIHOMN PacChl.
Oco0ble yKazaHus

Cmabunrvuas UEC

[Tpu pazBuTuU TH0O60TO SMU30/]a HECTAOMIIBHOW CTEHOKApJMH B TEYCHUE MEPBOTO MECALA TEPAITUU
NEPUHAOIPUIIOM CIIEyeT OLIEHUTh IPEUMYILECTBA U PUCK A0 MPOJODKEHUS TEPAInU.

Apmepuaﬂbyaﬂ CUNOMEH3UA

Nurn6utoper AII® moryt BeI3BIBaTH pe3koe cHmkeHue AJl. CummroMaruueckas apTepuaibHas
TUIIOTEH3Us PEIKO pPa3BUBAETCS Yy TNAIMEHTOB C HEOCIOKHEHHBIM TEUYEHHEM apTepuaIbHON
rurnepren3uu. Puck upesmepHoro cHukeHus: AJl moBeIlieH y maiueHToB co cHkeHHbIM OLIK, uto
MOJKET OTMEUaThCs Ha (POHE Tepanuu AUYPETUKAMH, IIPH COOJIIOICHUU CTPOTOi 0€CCONIeBOM TUETHI,
yanuse, adapee M pBOTE, a TaKKe Yy MAlMEHTOB C TSKEIOW CTENEHbI0 PEHUH-3aBUCHUMOM
runepren3uu (cM. pazaensl 4.5 u 4.8). CumnromaTuyeckas apTepualibHas TMIOTEH3US MOXKET
HaOJI0/IaThCSl Y MAIMEHTOB C KIMHUYECKUMH MPOSBICHUSAMH CEpJCYHON HEAOCTATOYHOCTH, BHE
3aBUCMMOCTH OT HAaJM4Msl TMOYEHYHOM HEIOCTATOUYHOCTH. DTO OO0Jee BEpPOSTHO y TAIMEHTOB C
CepJICYHON HEIOCTATOYHOCTHIO TSKENIOHN CTETEeHHU, KaK peaKkius Ha MPUEM «IIE€TIEBBIX» TUYPETHUKOB
B BBICOKMX J03aX, THUIOHATPHUEMHIO WM (YHKIMOHAIHHYIO TIOYEYHYIO HEIOCTATOYHOCTh. Y
MAIMEHTOB C TOBBIIMIEHHBIM PHUCKOM pa3BUTHUS CUMIITOMATHUECKON apTepHallbHON THUIIOTEH3UU
HE0OXO0IMMO THIATEILHO KOHTPOJIUpoBaTh AJl, QYHKIINIO MMOYEK U COJIEpKaHUE KaIHs B CBIBOPOTKE
KpOBH B Hauaje Teparnuu 1 npu noadope A03bl nepuHaonpuia (cM. pasaenst 4.2 u 4.8).

[Tono6usIit noaxox npumensiercs v 'y nauueHToB ¢ UBC u nepedpoBackyisipHbIMU 3a00J1€BaHUSIMU,
y KOTOPBIX BBIP@XXEHHAs apTepuaibHas IMIIOTEH3Us MOXKET NMPUBECTH K MH(APKTY MHOKapjaa Win
HapyLIEHUIO MO3rOBOI0 KPOBOOOPAIICHHUS.

B cinydae pa3BuTHs apTepuanbHOW TMIOTEH3MM HAIMEHT JOJDKEH ObITh NMEPEBENEH B MOJIOKCHHE
«JIeXa» Ha CIHHE C MPUIOAHATHIMU Horamu. IIpu HEoOXO0AMMOCTH cienyeT BOCHOJHUTH 00BEM
HUPKYIUPYIOLIEH KPOBH MpHU MOMOIIY BHYTpUBEHHOTO BBeneHus 0,9 % pactBopa HaTpusl XJIOpUaa.
[Ipexoasmias apTepuanbHas TUIIOTEH3USI HE SIBISETCS MPEMSTCTBUEM Ul JdajlbHEHIIEro mpuema
npenapara. [Tocne Boccranosnenust OLIK u A/l neuenne MoxeT ObITh MPOJOIIKEHO.

VY nexoropbix nanueHToB ¢ XCH M HOpManbHBIM WM CHWXKEHHBIM AJl mepUHIONPUI MOXKET
BbI3BIBAaTh [IOMOJIHUTENIbHOE CHIDKeHHE AJl. DTOT >dekT mpenackazyeM M OOBIYHO He Tpedyer
IpeKkpanieHuss Tepanud. lIpy MOsSBIEHMM CUMOTOMOB BBIPDAXKEHHOrO CHMKeHus AJl ciuepyer
YMEHBIUIUTH J03Y IIpenapara Win MPEeKpaTUTh €ro MpueM.

Mumpanvnviii CcmeH03/aopmanvhblil cmenos/eunepmpoghuyeckas 0O6CmpyKmueHast
Kapouomuonamus

[lepunnonpun, kak u apyrue uUHruoutopsl AIID, nomkeH ¢ OCTOPOKHOCTHIO Ha3HAUaTHCS C
MUTPAJIBbHBIM CTEHO30M, a TAK)Ke MallMeHTaM ¢ OOCTPYKIIMEH BBIXOJHOIO TpaKTa JIEBOTO KeTyJouKa
(aopTanbpHBIN cTEHO3, rUNepTpodHuUecKas 0OCTPYKTUBHASI KApIUOMUOIIATHS).

Hapywenue ¢pynxyuu novex

[Tanmenram ¢ mouewydorr HemoctatouHocThio (KK wMenee 60 wmi/MHH) HavanbHYHO 03y
MEePUHJIONpUIIa BBHIOMpaOT B 3aBHCUMOCTH OT 3HaueHus KK (cm. pasgen 4.2) u 3areMm B
3aBUCUMOCTH OT TepaneBTH4YecKoro dddexra. s Takux MaMeHTOB HEOOXOIUM peryJsipHBIA
KOHTPOJIb KOHIIEHTPALIUY KPEaTHHUHA U KaJHs B CBIBOPOTKE KPOBH (CM. paznen 4.8).

ApTepuanbHas TUIIOTEH3HUs, KOTOpasi MHOTJ]a pa3BUBaeTcs B Havaie npuema uHruoutopos AIlD y
nanueHToB ¢ cumnromarnyeckod XCH, MoOXeT NpHUBECTH K YXYIMICHUIO (YHKUUU IOYEK.
Bo3MoxHO pa3BuTHE OCTPOI MOYEUHON HETOCTATOYHOCTH, KaK MPaBUI0, 00paTUMOH.
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Y nauMeHTOB € JABYCTOPOHHUM CTEHO30M ITOYEYHBIX '%EEMEJQEA“T@E&SMTQH&BPHA

€AMHCTBEHHON TMOYKH (OCOOEHHO MPH HAIMYMM TMOYEYHOM HEIOCTATOYHOCTH) Ha (HhOHE Teparuu
uaruOuropamu  AII® BO3MOKHO TOBBIIICHHE KOHICHTPAIMM MOYEBHMHBI M KpEeaTWUHUHA B
CBIBOPOTKE KpPOBH, OOBIYHO MPOXOAAIIEe IpU OTMEHE Tepanuu. JlomonHuTenbHOE HaIU4Yue
PEHOBACKYJISIPHONH THUIIEPTCH3UH OOYCIIABIMBAET TIOBBIIICHHBIA PUCK PAa3BUTHS  TSHKEION
apTepHalbHOM TMIIOTEH3UH U TOUYEYHON HEJOCTATOYHOCTH Y TAKUX MallEeHTOB.

JleyeHne TaKkWMX TMALMEHTOB HAYMHAIOT MO/ TIIATEIBHBIM MEAMLIMHCKUM HAOMIOIEHHUEM C
IPUMEHEHHEM HM3KHX 103 Ipernapara M JaJbHEMIIUMM afeKkBaTHbIM mnoadopom no3. Craenyer
BPEMEHHO IPEKPATUTh JICYCHUE NUYPETUKAMHU U IPOBOJUTH PETYJISIPHBIM KOHTPOJb COIAEPIKAHMS
KaJIisg U KpeaTHHUHA B IUIa3Me KPOBU Ha IIPOTIKEHUHU IIEPBBIX HECKOJIBKUX HENEIb TEPAINH.

Y HEKOTOpBIX MAlMEHTOB C apTepuUaNbHONM THUIMEpPTeH3WEeH Oe3 yKa3aHus Ha HaIHdue
MIPeIIIECTBYIOLIEro 3a00JIeBaHMs COCYJIOB MOUYEK MOJKET MOBBIIIATHCS KOHIIEHTPAIMS MOYEBUHBI U
KpeaTHHUHA B CHIBOPOTKE KPOBH, OCOOCHHO NPU OJHOBPEMEHHOM IMPHUMEHEHHH ITUYPETUYECKHX
cpenctB. JlaHHble U3MEHEHHsI OOBIYHO BBIPA)KEHBI HE3HAUUTENBHO U HOCAT OOpaTHUMBINA Xapakrtep.
BeposTHOCTE pa3sBUTHS 3TUX HAPYLICHWM BBIIIE Y NALMEHTOB C IIOYEYHOW HEIOCTATOYHOCTBIO B
aHamHe3e. B Takux ciydasx MOKeT MoTpedoBaThcs OTMEHA WIIM YMEHBIICHHUE TO3bI IEPUHA0IPUIIA
W/WIN TAYpPETHKA.

Temoouanus

VY nanueHTOoB, HAaXOJAUIMXCA HAa FEMOJUAIN3E C UCIOJIb30BAaHUEM BBICOKOIIPOTOUHBIX MEMOpaH,
ObUIM OTMEYEHBI Cllyyau pa3BUTHs aHAQUIAKTUYECKUX peakuMuid Ha (oHE Tepanuu MHIMOMTOpaMu
AII®. B nogo0HBIX CUTyalusX CIEAYET pacCCMOTPETh BO3MOXHOCTh HA3HAYEHMsI TUIIOTEH3UBHOIO
npernapara JIpyroro Kjacca Wil UCHOJIb30BaHUS AUATU3HONM MEMOpaHbl APYroro THUIIA.

Tpancnnanmayus nouku
JlaHHbBIE O TPUMEHEHUU IEPUHIONIPUIIA Y MAIMEHTOB MOCJe TPAHCIUIAHTAIIMH TOYKH OTCYTCTBYIOT.
Penosacxynapnas cunepmensus

Y nanueHToB ¢ JBYCTOPOHHUM CTEHO30M IIOYEYHBIX AapTEpUil WIM CTEHO30M apTepuu
€IMHCTBEHHON (yHKUMOHMpYIOMEH Nouyku Ha (oHe Tepanuu uHrubutopamu AIID BospacraeT
PUCK pa3BUTUS apTepUAbHOW TMIIOTEH3MHM M TOYEYHOM HEIO0CTaTOYHOCTH (cM. paszzaen 4.3).
[IpumeHeHne TMypeTUKOB MOXKET OBITh IONOJHUTENbHBIM (AKTOPOM pHUCKa. YXyAlleHHe (YyHKIUU
MOYEK MOKET HaOI0aThCsl yXKe NMPU HEe3HAUUTENbHOM M3MEHEHHM KOHIEHTpalluM KpeaTHHUHA B
CBIBOPOTKE KPOBH, JIaXKe y MAllMEHTOB C OJHOCTOPOHHUM CTEHO30M IOYEUHOM apTepuu.

Tlosvluennas qyecmeumeﬂbHocmb/aH2u0Heep0muquKuL7 omex

ITpu npueme nnrudburopoB AII®, B ToM ymciie U NEPUHIONPUIA, B PEIKUX CIydasX U B JOOOM
NepuoJie Teparuu MOXKET HaONI0aThCsl Pa3BUTHE aHTMOHEBPOTUYECKOTO OTEKa JIMLA, BEPXHHUX U
HUKHUX KOHEYHOCTEH, I'y0, CIIM3UCTHIX 000JI0YEK, A3bIKa, TOJIOCOBBIX CKJIAJIOK W/UIIU TOPTaHU (CM.
pazgen 4.8). Ilpu mnosiBIEHWHM CHMITOMOB IpUEM IIpernapara JO0JDKeH ObITh HEeMEIEHHO
IPEKpallleH, a MalueHT JOJKEeH HaOMIoAaThCs 10 TeX MOp, MOKa NMPU3HAKK OTEKa HE HCYE3HYT
noJHoCThI0. Eciin oTek 3aTparuBaeT TOJNBKO JIMLO U TYObl, TO €ro MposBICHHUsI OOBIYHO MPOXOJASAT
CaMOCTOATEIIBHO, XOTS JUIS JICYEHUSI CUMIITOMOB MOTYT IIPUMEHATHCS AaHTUTUCTAMUAHHBIE CPEJICTBA.

AHTHOHEBPOTHUYECKUN OTEK, COIMPOBOXMAMIIUNCIA OTEKOM TOpTaHH, MOXKET MPHUBECTH K
neTabHOMY Hcxony. OTek s3bIKa, TOJOCOBBIX CKIQJAOK WM TOPTAHH MOXET TPUBECTH K
OOCTPYKIIMU JbIXaTeNbHBIX TyTed. [Ipu MOSBICHMHM TaKUX CHMITOMOB TPEOYETCs HEOTJIOXKHAS
Tepamus, B TOM YHCJE IOJKOXXHOE BBEICHHE »MuHedprHA (aIpeHANINHA) W/ OOECIIeUCHHE
MPOXOJUMOCTH JIbIXaTeNbHbIX TyTed. [lanueHT JOMmKEeH HaXOAUTHCA TMOJ] THIATEIbHBIM
MEIUIIMHCKUM HAOIIOCHHEM JI0 TTOJTHOTO M CTOMKOTO MCYS3HOBEHUS CHMITTOMOB.

VY manmeHToB ¢ aHTMOHEBPOTUYECKUM OTEKOM B aHaMHE3€, HE CBSI3aHHBIM C IPHEMOM MHIHOUTOPOB
AIl®, mMoxeT ObITh MOBBIIIEH PUCK €0 Pa3BUTHS NpPHU MpUEME NMpEenapaTtoB STOW TPYIIIbI (CM.
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B penxux ciayuasx Ha ¢oHe Tepanuu uHruoutTopamu AII®D pazBuBaics aHTHOHEBPOTHYECKUN OTEK
KumieyHuka. [lpu 3ToM y mamueHToB oTMedanach OOJIb B KMBOTE KaK M30JMPOBAHHBIA CHMIITOM
WIM B COYETAaHWU C TOIIHOTOW M PBOTOW, B HEKOTOPBIX cllydasx Oe3 MpeAlecTBYIOIIEro
AHTMOHEBPOTUYECKOIO oTeKa auna u pu HOPMaJIbHOM YpPOBHE
Cl-actepasbl. JlpnarHo3 ycTaHaBiIMBaJICS C IOMOIIBIO KOMIIBIOTEPHOM TOMOTrpaguu OpIOITHOM
II0JIOCTH, YJIbTPA3BYKOBOT'O MCCIIEOBaHMS WIHM IPU XUPYPrUYECKOM BMelIaTenbcTBe. CUMITOMBI
ucye3ay mociie npekpamieHuss npuema uHruoutropoB AII®. IlosToMy y manueHToB ¢ O0NbIO B
o0iacTu KHMBOTa, modydarommx WHrHOUTOpEl AllD, mpm mnpoBexenun audQepeHInaTbHOMN
JMArHOCTUKH HEOOXOJMMO YUYWUTHIBATh BO3MOKHOCTb Pa3BUTHS aHTHOHEBPOTHYECKOIO OTeKa
KHIIeuHUKa (cM. pazaen 4.8).

Cosmecmmuoe npumeHnenue ¢ KOMOUHUPOBAHHBIMU NEKAPCMBEHHbIMU NPENapamamis, COOepICaujumu
sancapman + caxyoumpun

CoBMecTHOE IPUMEHEHHE TICPUHIONPUIIA ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU TIpETapaTaMH,
COJIEpKaIllMMK BaJICAPTaH + CaKyOWTpHWIJ, MPOTHBOIIOKA3aHO, TaK KAaK TMOBBIIICH PUCK Pa3BUTHUS
AHTHOHEBPOTHUYECKOT0 OTeKa (cM. pasmen 4.3).

[IpumeHeHHEe KOMOWHHUPOBAHHOTO JIEKAPCTBEHHOI'O TIperiapara, CoACpKallero BaJicapTaH +
CaKyOMTpHII, BOBMOXKHO HE paHee, 4yeM uepe3 36 4acoB Mocje MOCIEeIHEro MprueMa IepruHI0IpHIa.
[TpuMeHEeHHE TIEPUHIONPUIIA BO3MOXKHO HE paHee, yeM depe3 36 4acoB 1ocye mpuemMa rmocieHein
70361 KOMOMHUPOBAHHOTO JICKAPCTBEHHOTO Tpernapara, COACpIKaIlero BajicapTaH + CaKyOUTPHII
(cm. paznenst 4.3 u 4.5).

[lpu coBmectHOoM mpueme wuHrHOMTOpoB AIl® ¢ npyrumMu HMHrHOMTOpaMHM HENPHIU3UHA
(HampuMep, pareKkagoTPHIIOM) MOXKET OBITh MOBBIIIEH PHCK PAa3BUTHUSI aHTHOHEBPOTHYECKOTO OTEKa
(eM. pazmen 4.5). YV DanMeHTOB, MONYYAIOUIMX MEPUHIONPUI, Iepe]l HayajaoM JICUEHUs
MHTUOUTOpaMU >HKe(]aTrHa3bl (HalpuMep, paneKkagoTPHIOM) HEOOX0IMMO MTPOBECTH THIATEIBHYIO
OLICHKY COOTHOILICHHSI TI0JIb3a/PHCK.

Coemecmnoe npumenenue ¢ uneubumopamu mTOR (mammalian Target of Rapamycin — muwens
panamuyuna 8  KIemKkax —MACKONUMAwux) (Hanpumep, CUPOIUMYCOM,  I8EPOJUMYCOM,
MEMCUPOIUMYCOM)

CoBmectHOe mpuMeHeHune wuHruouropa AIID u unruburopa MTOR (Hampumep, cUpOIHMYC,
IBEPOJMMYC, TEMCHPOJIHUMYC), MOXKET COMPOBOXKIATHCS IMOBBINICHHBIM pPUCKOM  Pa3BUTHS
AHTMOHEBPOTHMYECKOTO0  OTeKa  (HampuMep, OTeK  JbIXaTeNbHbIX MyTell  WiIn  A3bIKa,
COIPOBOXAAIOIINNCA WM HE CONPOBOXKJIAIOLIUICS HApyIIEHWEM JbIXaTeNbHOM (QYyHKIMH) (CM.
paznen 4.5).

Anaghunakmoudnvie peakyuu npu npogedeHuu aghepeza JIUNONPOMEUHO8 HUZKOU HIOMHOCU
(JIITHII)

B peakux cinyyasx y manueHTOB, nojy4arouux WHruoutopsl AII®D, npu npoBeneHun mpoueaypb
agepesa JIITHII ¢ ucnonp3oBaHueM JAEKCTpaH Cyjb(aTa MOTYT pPa3BUBATHCS YIPOKAIOIINE KU3HU
aHaWIaKTOMJHbIE peakuuu. [l mnpenoTBpaiieHuss aHA(QUIAKTOMAHON peakuuu CcleayeT
BPEMEHHO IpeKpalnath Tepanuto naruouropom AIID nepen kaxxaoi npouenaypoit adepesa.

Anaghunaxmouodnvie peaxkyuu npu nposedeHuU 0eceHcuoOUIU3ayul

HmeroTcs oThenbHble COOOIIEHHS O pa3BUTUM aHA(QWIAKTOMIHBIX pPEAKUUMHd Yy MalueHTOB,
nostydaroux MHruoutopsl AII® Bo Bpemsi neceHCHOMIM3UPYIOLIEH Tepanuu, HampuMmep, sSA0M
MEPEeNOHYaTOKPBUIBIX HACEKOMBIX. Y O3TUX MAIMeHTOB IMOJOOHBIE pEaKUIUH YAaBajIoCh
MPEeOTBPATUTh IYyTEM BpeMEHHOM oOTMeHbl uHruoutopoB AIID, HO mnpu ciayyailHOM wiIn
HEaKKypaTHOM BO300OHOBJICHUU JICUEHUS PEaKIIMH MOTJIM Pa3BUTHCS BHOBD.
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Hapywenue ¢ynxkyuu neuenu

B peaxux cinydasx Ha ¢oHe mnpuema uHTHOMTOpOB AlIID HabGmomancs CHUHAPOM pPa3BUTHS
XOJIECTATUYECKOM KENTYXH C MEePEex0IoM B PyTbMUHAHTHBINA HEKPO3 MEYCHU, NHOT/IA C JICTATbHBIM
ucXoqoM. MexXaHuU3M pa3BUTHUS OSTOr0 CHHApoMa HesiceH. [Ipu MOSBIEHUM JKENTYXH WU
3HAYUTEIILHOM TIOBBIIICHUH AaKTUBHOCTH «II€YCHOYHBIX» (EPMEHTOB Ha (oHEe mpHema
uaruouTopoB AIID crnemyer mpekparuth nmpueM mpemnapara (cMm. pazzaen 4.8), ManueHT JAOHKEH
HAXOJUTHCS MO COOTBETCTBYIOIIMM METUITUHCKUM HAOTIOICHUEM.

Hevimponenus/acpanynoyumos/mpomboyumonenus/anemust

Ha ¢one mnpuma wunruburopor AII® Moryr BO3HUKAaTh HEUTPONECHHUS/arpaHyJIOIHUTO3,
TPOMOOLIMTONEHUS. U aHEMUs. Y MAlMEHTOB ¢ HOPMAJIbHOW (yHKLMEH MOYeK M MPU OTCYTCTBUU
APYTUX OTATOWAOIMUX (PaKTOpoB HeWTponeHus pasBuBaercs peaxo. C 0co0oi 0CTOPOKHOCTHIO
ClleAyeT MPUMEHATh MEPUHJONPUI Y MALMEHTOB C CUCTEMHBIMHU 3a00JIEBAaHUSAMH COCIUHUTEIBHOM
TKaHu, Ha (poHE MpHeMa MMMYHOJCTPECCAHTOB, AIONYPUHOJA WM NPOKaMHAMUIA, WM TIPH
COYETaHUHM HTUX (PAKTOPOB PHUCKA, OCOOEHHO NPU HAINYUU HUCXOAHOTO HAapyLICHHUs (YHKLUU
IIOYEK.

VY HeKOTOpBIX MALMEHTOB BO3HUKAIN TsDKEIble MH(EKIMH, B psjie ClyyaeB, yCTOWYMBBIE K
WHTEHCUBHOW aHTHOMOTHKOTepanuu. Ilpu Ha3HaueHMHM NEPUHIONPHIA TaKUM MalUeHTaM
pEeKOMEHAyeTCs MEepUOJUYECKH KOHTPOJIMPOBATh COJEpXKaHHUE JICHKOUUTOB B KpoBH. IlanmeHTs!
JOJDKHBI COOOIIATh Bpady O JIFOOBIX MpU3HAKaX WHPEKIMOHHBIX 3a00yeBaHuii (Hampumep, 00ib B
ropie, IMXopajka).

Omuuueckue pasiudus

Crnenyer yuuThIBaTh, YTO y HMALMEHTOB HEIPOMIHOM pachl PUCK PAa3BUTUS aHTMOHEBPOTHUYECKOTO
oreka Oonee BbIcOK. Kak m npyrue marnomropsr AIID, nepunmonpun meHee >PQPEKTHBEH B
OTHOILIEHNUU CHWKEHUA A/l y MallMEeHTOB HETPOUJHON PACHI.

Hanrsbiii 3¢ dekt, BO3SMOXKHO, CBsI3aH C BRIPAKEHHBIM Mpeo0IalaHieM HU3KOPEHUHOBOTO CTATyCca Y
MAMEHTOB HETPOUIHOM pachl ¢ apTePHATbHOMN THIIEPTEH3UEH.

Kaweno

Ha ¢one tepanuu unru6uropom AIID MoxeT BO3HMKATh YINOPHBIA CyXOH Kalleiab, KOTOPBIH
MpeKpalaeTcss Imocjae OTMEHbl Ipenapara. OJTO ClelyeT Y4YUThIBaTh MpU IPOBEIECHUU
nuddepeHInanbHON TUarHOCTUKY Kallsl.

Xupypeuueckoe emeuwiamenbcmeo/obwuasn anecmesus

VY manueHToB, KOTOPBIM IUIAHUPYETCS MPOBeIeHHE OOIIMPHBIX ONepaluii WM IPUMEHEHUE CPENICTB
JUI aHECTE3MM, BBI3BIBAIOLIUX apTEPUAJIbHYIO TUIOTEH3UIO, MPUMEHEHHUE MEPUHAONPUIA MOKET
650KMpoBaTh 00pazoBaHue aHruoreH3uHa Il Ha (hoHEe KOMIEHCATOPHOIO BHICBOOOXKAECHUSI PEHHUHA.
JledeHue cienyer npekpaTUTh 3a CyTKH A0 omnepauuu. [Ipu pa3BuTHH apTepuUaIbHOW T'MIOTEH3UU
10 YKa3aHHOMY MEXaHHu3My cieayeT nogaepxusarb A/l myrem Bocnionnenns OLIK.

T'unepranuemus

['mnepkanuemMuss MOXKET Pa3BHBAThCS BO BpeMs jiedeHus mHruOutopamu AIID, B Tom umcie u
nepuHaonpwioM. MDakTopamMH pHUCKA THIEPKATMEMHH SBISIOTCS IOYEYHAS HEIO0CTATOYHOCTD,
CHWKEeHHEe (QYHKIUM TOYeK, Bo3pacT crapme 70 Jer, caxapHbld auabeT, HEKOTOpbIe
COIYTCTBYIOII[ME COCTOSIHUS, B YaCTHOCTH JCTHIpATAIUs, OCTpas cepleyHas HEJOCTaTOYHOCTb,
METa0OJIMYECKUI alnua03 W COBMECTHBI TPHEM KaIHHCOEperaronmx AWYpPEeTUKOB (TaKUX Kak
CIIUPOHOJNIAKTOH W €ro MPOU3BOJHOC SIUIEPEHOH, TPUAMTEPEH, AaMUIOPUI), IHIIEBBIX
100aBOK/TIpenapaToB Kalus WIM KaIMHCOACpKAIIMX 3aMEHHUTENICH NHIIEBOH COJM, a TaKke
NPUMEHEHHE JPYTUX MPernapaToB, CIOCOOCTBYIOMIMX MOBBIIICHUIO COJCPIKAHHS KalUsl B KPOBU
(HanpuMmep, TenmapuH, KO-TPUMOKCa30Jd ((pUKCHpOBaHHAs KOMOWHANUS Cyidb(paMeTokcasoija u
TPUMETOTPUMA)).
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KaJIMiicoIeprKallluX 3aMEHHUTEJICH MMHUIIEBON COJTM MOKET MPUBECTH K 3HAYUTEILHOMY TOBBIIICHHIO
COJIEp’KaHUsl Kajdus B KPOBHU, OCOOCHHO Yy TAIMEHTOB CO CHIDKCHHOW (YHKIUEH IOYEK.
'unepkamuemMusi MOXKET MPHBECTH K CEPbE3HBIM, MHOTIA (aTaJbHBIM HAPYIICHHUSIM CEPACYHOTO
putMma. Ecnu Heo0XoauM OTHOBPEMEHHBIH MPHEeM MEPUHIONPIIIA U YKa3aHHBIX BBIIIE MTPEIapaToB,
JICUEHHE JIOJDKHO TPOBOIMTHCS C OCTOPOXKHOCTHIO Ha (POHE PEryJSIPHOTO KOHTPOJISI CONEPIKAHMS
KaJlisl B CBIBOPOTKE KPOBH (CM. paznen 4.5).

Ilayuenmul ¢ caxapnvim ouabemom

[Ipy Ha3HaueHMM  TMpemapaTa TNalWeHTaM ¢  CaXapHbIM  JUAa0eTOM,  MOJYYaoluM
THITOTIIMKEMHYECKHE CPEICTBa JIJIsl MpHEeMa BHYTPh HIIM HMHCYJIMH, B TEYCHHE IEPBOIO MECsIa
Tepamuu HHruouTopoM ATID HEOOXOAMMO PETYISIPHO KOHTPOIUPOBATH KOHIIEHTPAIUIO TITFOKO3bI B
KpoBH (cM. pazzen 4.5).

IIpenapamul iumust

CoBMecTHOE NMpUMEHEHHE MEPUHIONPUIA M IpPEernaparoB JUTUS HE pEeKOMEHayeTcs (CM. pas3zaen
4.5).

Kanuiicboepezarowue ouypemuku, npenapamol Kauus, Kaautlcooepiicawjue 3amMeHumentt NUesoll
conu u nuujesvie 000a8KuU

He pekoMenyeTcss COBMECTHOE HAa3HAYCHUE MEPUHAONPUIIA U KaIMICOSpEralonx MypeTUKOB, a
TaKXKe IMPErapaToB Kalwsl, KATHICOACPKAMNX 3aMEHUTEIICH MUIICBOW COJIM M THIIEBHIX T00aBOK
(cm. pazzen 4.5).

Jleotinas onoxkaoa PAAC

EcTth naHHBIE, CBHIETENBCTBYIOIIUE O TOM, YTO COBMECTHOE NpuUMeHeHHe HUHTHOuTOopoB AIID,
aHTaroHUCTOB PELENTOpOB aHruoTeH3uHa |l wunm amuckupeHa NOBBIIAET PUCK apTEpHAIbLHOMN
TUMOTEH3UU, TUIEPKAIMEMUU M CHIDKEHHS (QYHKUMM ToueK (BKIOYAas OCTPYIO TMOYEUHYIO
HezocTaToyHOCTh). Takum oOpazom, nBoiiHas Onokaga PAAC myreM COBMECTHOTO HPUMEHEHUS
unrubutopoB AIl®D, anTaroHuctoB penentopoB anruoreHsuHa |l wunm  anuckupena He
pexkoMenioBana (cm. pasnensl 4.5 u 5.1). Ecnu Tepanust ¢ moMoInipo ABOMHOM OI0Kaabl MpU3HAHA
a0COIIOTHO HEOOXOMMOI1, ee clieayeT MPOBOAUTH TOJILKO MOJI CTPOTUM MEAMIIMHCKUM KOHTPOJIEM
U TIpU PEryJsipHOM KOHTpoOJie (YHKIMHM TOYEK, COAEPKAHUS DIIEKTPOJUTOB B KPOBU H
apTepUaAIbLHOTO JJaBJICHUS.

[IpotuBonoka3zaHo npuMeHeHne UHruOMTopoB AII® B coueTaHUM ¢ aHTArOHHUCTaMHU PELENTOPOB
aHruorensuHa Il y manumeHtoB ¢ auabernyeckoil Hedpomatueil M He PEKOMEHIYETCs y IPyrux
ManueHToB (cM. pazzen 4.3).

Ilepsuunviii 2unepanboocmeporHu3M

[TarueHTsl C TEPBUYHBIM THUIEPATBJOCTEPOHU3MOM, KaK MPaBHJIO, HE BOCIPUUMYMBBI K
aHTUTUIIEPTEH3UBHBIM IIpenapaTaM, JeicTBHE KOTOpPBIX OCHOBAaHO Ha HHruOupoBanun PAAC.
TakuM o00pa3oM, NMPUMEHEHHWE [IaHHOTO JIEKApCTBEHHOrO IIpernapara y TaKMX HAalUEeHTOB He
PEKOMEHAYETCH.

BcnoMorarenpHble BEIIECTBA

[Tpenapart Ilepunnonpuin, 4 mr, TabJaeTKH, HOKPBITHIE TUIEHOYHON 00OJI0YKON, COJEPKUT KPACUTENb
cosHeuHbIH 3aKkat kenThiid (E110), KOTOpbIi MOXKET BBI3BIBATH AJIJIEPTHUYECKHE PEAKIIUU.

CTH

JlekapcTBeHHBIN TIpenapaTr MPOTHUBOIMOKA3aH AETSIM 110 18 yer m3-3a OTCYTCTBHS JaHHBIX 00
3¢ (HeKTHBHOCTH W 0E30MaCHOCTH NPUMEHEHUsl MperapaTa y MalUeHTOB JaHHON BO3pacTHOMN

TPYIIIIBIL.
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B3aMMOJAEHCTBUSA

JlaHHBIE KJIMHUYECKUX HCCJIEJIOBAHMI MOKAa3bIBAIOT, uTO ABOMHas Onokaga PAAC B pesynbrare
oJlHOBpeMeHHoro npuemMa uHruoutopos AIID, APA Il win anuckupeHa MPUBOAUT K YBEITUUCHUIO
9acTOThl BO3HUKHOBEHHUS TAKUX HEXKENATCIbHBIX SIBICHUH, KaK apTepuanbHas THUIOTEH3HUS,
THIIEPKATMEMUS] M HApYIICHUS (PYHKIUU MOYEK (BKIOYAs OCTPYIO MOYCUHYIO HEJOCTATOYHOCTB),

10 CPABHEHHUIO C CUTYalMsAMH, KOTJa IPUMEHSETCS TOJBKO OJMH Iperapar, BO3ACHCTBYIOMINN Ha
PAAC (cm. pasaensr 4.3, 4.4 u 5.1).

.HeKaDCTBeHHbIG CpC€ACTBA, BBI3BIBAIOIHUEC THIICPKAJTIMCMHIO

HekoTopeie nexapcTBeHHBbIE MpenapaThl WM Mpenaparbl APYrux (apMakoIOrH4YeCKHX KIIACcCOB
MOTYT TIOBBIIATh PHUCK PAa3BUTHA TUIEPKATUEMHUU: QIUCKUPEH H AIMCKUPEHCOJEpIKAIIUe
mpenapaTbl, CONM Kaius, KanuicOeperawmomue AUypeTuku, UHruoutopsl AlID, aHTaroHUCTHI
peuentopoB anruorensuHa |l (APA 1), HecTrepouHbIE NPOTHBOBOCHIAIUTEIBHBIC MpEHapaThl
(HIIBII), renmapuHbl, HMMYHOJENPECCAHTHI, TaKH€ KaK UUKIOCIOPUH WU TaKpOJIUMYC,
JICKapCTBEHHBIE TIpenaparsl, COAEp)Kallhue TPUMETONPUM, B TOM YHCIE€ (PUKCHPOBAHHYIO
KOMOHMHAIIHIO CyNb(aMeToKca3oa U TPUMETONpUMa (KO-TPUMOKCA30J1).

CoueTaHue 3THX JICKAPCTBCHHBIX MPCIIapaTOB IOBLIIACT PHUCK T'MIICPKAIUCMUU.

CoBMeCTHOE IIPHMEHEHNE IPOTUBOIIOKA3aHO (CM. pa3acii 43)

Anuckupen u nexapcmeenHvle cpeocmea, cooepicaujue anucKupeH

[IpoTHBONOKa3aHO y NAalMEHTOB C CaxapHbIM JAMA0ETOM HW/WIM YMEPEHHBIM MIIM TSKEIbIM
HapylleHHeM (YHKLIMU TOYEK M HE PEKOMEHJyeTCs y JpYruX IAlUEHTOB: BO3pPAcTaeT PHUCK
pa3sBUTHs TUIEPKATUEMHMH, YXYAUICHHS (QYHKLIMU IOYEK M IOBBIMIEHHUS 4YacTOThl CEepAeYHO-
COCYIUCTOH 3a00J1€BAEMOCTH U CMEPTHOCTH.

Cosemecmnasn mepanusi uHeu6um0paMu AIlD u anmazonucmamu peyennopos aHecuoOmeH3uHa

[IpoTtuBonoka3ano npuMeHeHne UHruOuTopoB AII® B coueTaHuMM ¢ aHTArOHHUCTaMU PELENTOPOB
anrnorensuHa |l (APA 1) y manpeHToB ¢ quabernyeckoil Heppomnarueii (cMm. pasaern 4.3).

Oxcmpaxopnopanbhvlie Memoobl 1edenus

DKCTpaKkopropaibHble METOJbl JICUEHHs, NPHUBOJAIIME K KOHTAaKTY KPOBH C OTPHIATENBHO
3apsKCHHBIMU TTOBEPXHOCTAMH, TAKHUC KaK JUAIM3 HIIN FGMO(l)I/IJ'II)TpaIII/ISI C HCIIOJIB30BaHHUEM
HEKOTOPBIX BBICOKOIPOTOUHBIX MeMOpaH (HampuMmep, MOJUAKPUIOHUTPUIIOBBIE MeMOpaHbl) U
agepe3 JMIONPOTEMHOB HHU3KOW IUIOTHOCTH C HCIOJNB30BAHHUEM JEKCTpaHa cynbgaTa,
IIPOTHBOINOKA3aHbl M3-3a YBEIMYEHUS PHCKa Pa3BUTHUS TSDKEJbIX aHA(DUIAKTOUMAHBIX peakuuil (cM.
paznen 4.3). Ecmm Takoe IeyeHMe HEOOXOAMMO, CIEAyeT pPacCMOTPETh BO3MOXKHOCTB
UCMOJb30BaHUS JPYroro THMA [UAIW3HOM MeMOpaHbl WJIM TNPUMEHEHHUs Jpyroro Kiacca
AHTUTUIICPTCH3NBHBIX IPCIIapaTOoB.

Caxybumpun + eancapman

CoBMecTHOE MPUMEHEHHE NEPUHIONPUIA ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU NpenapaTramu,
CoJZIep KalIMMU CaKyOUTpUIJI + BajicapTaH, MPOTHUBOINOKA3aHO, TaK KaK IOJABJICHHUE HETPHIN3NHA
OJTHOBPEMEHHO C TpuUMeHeHueM uHruouropa AllD® MoxeT yBEIMYUTh PHUCK Pa3BUTHSL
AHTMOHEBPOTHYECKOro orTeka. [IpuMeHeHMe KOMOMHMPOBAHHOIO JIEKAPCTBEHHOTO IIperapara,
CoJiepKalIero cakyOuTpui + BajicapTaH, BO3MOKHO HE paHee, yeM 4epe3 36 yacoB Mocie npuema
NocJeqHew 1036l nepuHonpuia. [IpuMeHeHne nepuHAONpHIa BO3MOXHO HE paHEEe, YeM uepe3
36 yacoB 1mocie MpueMa IMocieIHeld [103bI KOMOMHHPOBAHHOTO JIEKapCTBEHHOI'O Ipemnapara,
COJIeprKaIlero cakyouTpun + Basicaptas (cM. pasnensl 4.3 u 4.4).
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CoBMECTHOE IPUMCHCHHUE HE PEKOMEHIYETCS (CM. paj

MY OTYETY

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcaujue alucKUpeH

VY manueHToB, HE MMEIOUIMX CaXapHOro auadeTa Wiu HapymeHus (yHKIHUU MTOYEeK, TOBBIIIEH PUCK
pasBUTHs TUIEPKAIMEMHMH, YXYALIEHHS (QYHKLUUU IIOYEK M IOBBIIMIEHUS 4YacTOThl CEepJEeYHO-
COCYAUCTOH 3a001€Ba€MOCTH U CMEPTHOCTH.

Cosemecmnasn mepanus uH2u6umopazwu AIlD u anmazonucmamu peuennopoe aHcuoOmeH3ura

B nmreparype coolOmanoch, 9TO Yy MAalHUEHTOB C YCTAaHOBIEHHBIM aTEePOCKICPOTHYCCKUM
3a00JIeBaHUEM, CEPACYHON HEJOCTATOYHOCTHIO UM CaxapHbIM TUa0ETOM C MOpPaKEHHEM OpPraHOB-
MUIleHeH, ogHoBpeMeHHast Tepanust uHruouropom AIID u APA Il cBszana ¢ Gornee BBICOKOU
YacTOTOW pAa3BUTHUSL apTEpPUATbHOM THIIOTEH3UH, OOMOpOKAa, THUIEPKATUEMUU U YXYALICHUS
GyHKIIUM TIoYeK (BKIIOYAs OCTPYIO MOYEYHYIO HEJIOCTATOYHOCTH) MO CPABHEHHIO C MPUMEHEHUEM
TOJIBKO OJHOTO Tpenapara, Biausromiero Ha PAAC. J/IBoiiHas Giokana (HarmpuMmep, Mpu COYCTaHHH
unaruburopa AII® ¢ APA Il) momkHa OBITH OrpaHWYeHA OTIEIHHBIMU CIy4YasiMU C TIIATEIHHBIM
MOHHUTOPUHIOM (DYHKILIMU MOYEK, cofepkanus kanus u A/l

Dcmpamycmun

CoBMecTHOE ITPUMEHEHHE MOXKET IPUBECTH K MOBBIIIEHUIO pUCKa MOOOYHBIX 3P (PEKTOB, TAKUX KaK
AHT'MOHEBPOTUYECKUN OTEK.

Ko-mpumoxkcazon (cyrvpamemorcaszon + mpumemonpum)

[Ipu OIHOBPEMEHHOM NPHUMEHEHHUU C KO-TPUMOKCA30JIoM (Cylb(haMeToKca3osl + TPUMETOIPUM)
MOJKET MOBBIIIATHCS PUCK PA3BUTHS TUIIEpKANUEeMuu (cM. pasaen 4.4).

Kanuiicbepezarowue ouypemuxu (maxue xax mpuammeper, amuiopuo), Colu Kaius

I'unepkanuemust (C BO3MOXKHBIM JIETAIBHBIM UCXO0A0M), 0COOEHHO IIPU HapyLIEHUH (PYHKIMH MTOYEK
(ammuTuBHBIC 2P PEKTHI, CBA3aHHBIE C TUTICPKATHEMHUEH ).

CoueraHue MEpPUHIONpPUIA C  BBIIIEYNOMSHYTBIMM JIGKADCTBEHHBIMU  IIperaparaMyd  He
pexomenayercst (cMm. pasgen 4.4). Eciu coBmMecTHOe mNpUMEHEHHE II0Ka3aHO, HMX CIEIYyeT
IPUMEHSTH, COOII0ast MEPBI NMPEIOCTOPOKHOCTH U PETYIISIPHO KOHTPOJIMPYS COAEpIKaHUE Kallus B
CBIBOPOTKEC KPOBH.

Oco0eHHOCTH TPUMEHEHHSI CITMPOHOJIAKTOHA MPHU CEPJICYHON HEJOCTATOUHOCTH OMUCAHBI Jlajee 1Mo
TEKCTY.

IIpenapamol rumus

[Ipy coBMECTHOM NPUMEHEHWHW MpenapaTroB JUTHS W WHTuOuTOpoB AlID MoxeT oTMedarbes
o0paTuMoe yBEIMYEHHE KOHLEHTPAllMM JIUTUS B CHIBOPOTKE KPOBM M CBSA3aHHBIE C 3THM
Tokcnueckue d3pdexrei. CoBMECTHOE NpPUMEHEHUE TIEPHHJIONPHIA M TPErapaToB JIUTHS HE
pexomenayerca. [Ipy HEoOXOIMMOCTHM NPUMEHEHHMS TaKOH KOMOMHAIMM CIIeAyeT MPOBOIMUTH
PEryJISpHBIA KOHTPOJIb KOHLIEHTPALUU JIUTHS B IJ1a3Me KPOBHU (cM. paznen 4.4).

OIHOBpEMEHHOE TPUMEHEHUE, KOTOPOE TPeOyeT 0c000# OCTOPOKHOCTU

l'unoenuxkemuueckue cpedcmea (UHCYIUH, 2UNO2IUKeMUYecKUe cpedcmaa OJisi npuema 6Hympb)

ITo pe3ynpTaTaM SHUAEMHOJOTMYECKUX MCCIENOBAHUI NpuMeHeHne MHruoutopoB AlID moxer
YCUJIMBATh THIOTVIMKEMUYECKUN 3(P(GEKT WHCYIMHA U THUIOTJIMKEMUYECKUX CPENCTB JJi MpHema
BHYTpb BIUIOTh JI0 Pa3BUTHUA TUnoriukeMuu. Kak mpaBuio, 3To HaOmonaeTcs B MEpBbIE HEOETH
MIPOBEJICHUS] OJTHOBPEMEHHOM Tepanuy U y NalMeHTOB ¢ HapylIeHneM (yHKIUU MOYeK.

baxnogen

VYcunuBaer  aHTUTHNEpPTEH3UBHbIM  3>pdext uHrubutopoB AllD. Cruenyer THIATENIBHO
KOHTpOJMpoBaTh ypoBeHb AJ[ u, B ciaydae HeOOXOIMMOCTH, JIO3UPOBKY T'MIIOTEH3MBHBIX
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IIpenapaToB.

MY OTYETY

Kanuiinecoepeearowue ouypemuxu

VY manueHToB, MONYYAIMIUX JUYPETUKH, OCOOCHHO BBIBOJSIINE KUIKOCTh /WM COJIM, B Hadase
Tepanuyu MEPUHIONPUIOM MOXKET HaOIoJaTbcsi dpesMepHoe cHibkeHue AJl, puck pa3BuTHA
KOTOPOr0 MOXHO YMEHBIIUTH ITYTEM OTMEHBI JIUYPETHUYECKOTO CPEJCTBA, BOCIOJHEHUEM MOTEpU
KHUJKOCTH WJIM COJIEW Tepel HadajioM TepanuM MEepUHIONPUIIOM, a TaKke Ha3HaueHUuEM
MEPUHIONPUIIA B HU3KOM J103€ € JaIbHEHIIINM MOCTEIICHHBIM €€ YBEJIMUCHUEM.

Ilpu apmepuanvroti cunepmen3uy y MallMEHTOB, MOTYYAIOIIUX AUYPETUKH, OCOOCHHO BBIBOJSIIMIE
KHUJKOCTh W/WIM COJNH, JUYPETHKU JOJDKHBI OBITh JIMOO OTMEHEHBI JI0 Hadajga MPUMEHEHUS
uaruouTopa AlI® (mpu >TOM KaynmifHecOeperaroumi AUYPETHK MOXKET OBITh TO3JHEE BHOBH
HazHaueH), naubo wHruOomrop AIID nomkeH ObBITh HA3HAYCH B HHU3KOW J1103€ C JalbHEHIIUM
MIOCTETIEHHBIM €€ YBEIMYCHHEM.

IIpu npumenenuu OuypemuKo8 8 ciyuae XPOHU4ecKol cepOeyHol HedOCmamo4HoCmy NTHTHOUTOP
AIl® nomxeH ObITh Ha3HAYEH B OYEHb HHU3KOM J/103€, BO3MOXKHO IOCJIE€ YMEHBIICHHUS 03Bl
IIPUMEHSIEMOI'0 OJTHOBPEMEHHO KaIMMHECOeperaromiero JuypeTiKa.

Bo Bcex cimywasx ¢yHKuMs noyek (KOHLEHTpauus KpeaTHHMHA) JIO0JDKHA KOHTPOJIMPOBATHCS B
TIepBbIC HEACH MPUMEHEHHsI HHTHONTOpOoB ATID.

Kanuticbepezarouue ouypemuxu (3niepeHoH, CHUPOHOIAKMOH)

[IpumeHeHue 31IepeHoHa U CIMPOHOJIAKTOHA B 103aX OT 12,5 mr 1o 50 Mr B CyTKM U HM3KHX J103
unrudutopoB AII®: mpu Tepanuu cepaeunoit Hepoctarounoctu -1V ¢dynkimonansHoro kiacca
no knaccudukammu NYHA ¢ dpakomeir BeiOpoca neoro »xemymouka < 40 % wu panee
npuMeHsiBiiuMuca uHruOutopamu AllD u  «meTyieBbIMU» IUYpPETHKAMH, CYIIECTBYET PHUCK
TUIEpKATUEMUN (C BO3MOXKHBIM JIETAJIbHBIM HCXOJIOM), OCOOEHHO B Cily4yae HECOOJIOJACHUS
pEeKOMEHIaluii OTHOCUTEIHHO 3TOM KOMOMHAIIMY MTPETapaToB.

Ilepen npuMeHeHHEM JaHHONH KOMOMHALIMY JIEKAPCTBEHHBIX MIPENapaToB, HEOOXOAUMO YOEIUThHCS B
OTCYTCTBUM I'MIIEPKAIUEMHUH U HApYIIEeHUH QYHKIIHUU TOYEK.

PGKOMeHﬂyeTCﬂ PEryJISIPHO KOHTPOJUPOBATHL KOHUCHTpAUOWIO KpCaTMHHHA W Kallud B KPOBH:
CXKCHCICIBHO B HepBHﬁ MECALl JICYCHHUA U CIKECMECAYHO B ITOCJICAYHOLICM.

HIIBII, exnrouas evicokue 003bl ayemuicaluyuiosoli Kuciomol (= 3 2/cymku)

CoBmectHoe mpumeHenue uHrunouropoB AIID c HIIBII (anernncanuuuioBas KHCIOTa B J103€,
OKa3bIBaIOIIEH MPOTUBOBOCIAIUTENBHOE JeCTBIE, HHIMOUTOPHI IUKIooKcurenassl-2 (LHOI'-2) u
HecenekTuBHble HIIBIT) MokeT mnpHMBECTH K CHIDKEHHIO AHTUTHIIEPTEH3MBHOIO JeMCTBUSA
unruoutopoB AIID. CoBmectHoe npuMeHeHue HHruouTopoB AII®D u HIIBII MoxeT npuBOIUTh K
YXYOIIEHUI0 (QYHKIMU IIOYeK, BKJIIOYAs pa3BUTHE OCTPOM IOYEYHOH HEAOCTaTOUYHOCTH, U
YBEJIMUEHUIO COJAEpKaHMsI Kajusl B CHIBOPOTKE KPOBH, OCOOCHHO Yy MAI[MEHTOB CO CHUKEHHOMU J10
Hayana jedeHus ¢yHkuued nmouek. Cienyer coOmoaTh OCTOPOXKHOCTh NMPU Ha3HAUEHHM JTAHHOH
KOMOMHAIMM, OCOOEHHO Yy MAIMEHTOB MOXUJIOro Bo3pacta. [lalMeHThl JOKHBI IOJIy4aTh
aJIeKBaTHOE KOJMYECTBO JKUAKOCTH, M PEKOMEHJYeTCS TIIATEIbHO KOHTPOJIUPOBATh (YHKLHUIO
ITOYEK KAK B Ha4yaJle, TaK U B IPOLECCE JICUCHUS.

Payexaoompun

W3BectHo, uyto wuHrubutopsl All® (Hanpumep, NEpUHIONPUI) MOTYT BBI3BIBATH Pa3BUTHE
AQHTMOHEBPOTHYECKOTO0 OTeKa. PUCK €ro pasBUTHS MOXKET OBITh MOBBIIMIEH IPH COBMECTHOM
MPUMEHEHUHU C PaleKaJOoTPHIIOM (MHTHOUTOp FHKe(haTHHA3bl, TPUMEHSIEMBbIN Uil JIeUeHus: OCTpon
JUapen ).
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MY OTYETY

96EPONUMYC, MEMCUPOTUMYC)

IIpu coBmectHOM mnpumeHeHud ¢ MTOR WHrHOMTOpaMU TOBBIIIAETCS PUCK PA3BUTHUSA
aHTMOHEBPOTUYECKOr0 OTeKa (cM. pasnen 4.4).

Pexombunanmmuvie mrkanegvle akmusamopul niazmunozena (rtPA, armenaasa)

[TanmenTsl, momydaBmue WHruoOuTOphl AIID M mosydaromnue anrternsasy s TPOMOOTHUTHIECKOM
Tepanuu TMPU OCTPOM HIIEMHUYECKOM HHCYJIbTE, MOTYT HMMETh IOBBIIICHHBIA PUCK Pa3BUTHUS
aQHTHMOHEBPOTUYECKOIO OTEKa.

CoBMECTHOE IPUMCHCHHE, KOTOPOE TDC6V€T OIPEACICHHON OCTOPOKHOCTH

T'unomensuenwvie npenapamol U 6a300uﬂamam0pbl

AHTUTUNIEPTEH3UBHBIA 3PQPEKT NEPUHIONPHIA MOXKET YCHIMBAThCA TIPH OJHOBPEMEHHOM
IIPUMEHEHUHU C JAPYTMMH TUIOTCH3UBHBIMH, COCYAOPACIIUPAIOIIMMUA CPEICTBAMM, BKIIIOYAS
HUTPATBHl KOPOTKOT'O U IIPOJIOHTUPOBAHHOTO ACUCTBUS.

I nunmunol (]ZMHCIZJZMI’U’}’IMH, cakecaziunmur, cumaciunmun, euﬂdaeﬂunmuH)

CoBMmecTHOe mnpuMeHeHue c¢ uHruouropamu AllD Moxer mOBBIIIATH PHUCK PA3BUTHSL
AQHTMOHEBPOTHUYECKOT0 OTEKa BCJIEICTBUE CHWKEHHMS AaKTMBHOCTH JUIENTUAWI-TIENTUAA3bI-4
(DPP-1V) nox neiicTBueM IIIMNTHHA.

Tpuyukiuyeckue aHmudenpeccanmol, AHMUNCUXOMUYECKUE CPe0Cmaa (HetpolenmuKu) u cpeocmea
015 obwell anecmesuu

CoBmecTHOe mnpuMeHeHue ¢ uHruouropamu AllD MoxkeT MNPUBOAUTHE K  YCHJICHHIO
aAHTUTUIIEPTEH3UBHOTO AeHCTBUS (cM. pa3zaen 4.4).

Cumnamomumemuxu
MoryT 0c1abnATh aHTUTHIIEPTEH3UBHBIN dPPeKT HHrHouTOopoB AllD.
IIpenapamul 3010ma

[Ipu npumenenun uHru6uTOopoB AII®, B TOM yKcle NEpUHAOIPHIIA, TALIMEHTAMH, MTOJIy4aloIUMU
BHYTPMBEHHO Hpenapar 30JI0Ta (HaTpus aypoTHOMajaT), B PEAKUX CIydasx cooOLaloch O
Pa3BUTUM HUTPUTOMIHBIX PEAKUUN — CHUMITOMOKOMILJIEKCE, BKIIOYAIOUIEM B Ce0s THIEPEMHUIO
KOXH JIMLA, TOIIHOTY, PBOTY, apTEPHAJIBHYIO THIIOTEH3HUIO.

46. @epTUILHOCTH, 0EPEMEHHOCTb U JAKTAMS

bepemeHHOCTD

[Tepunonpun mpoTUBOIIOKa3aH BO BpeMsi OepeMeHHOCTH (cM. pazzaen 4.3).

B Hacrosmuii MOMEHT HET HEONPOBEPKUMBIX AMHUAEMUOJIIOTMYECKUX JIAHHBIX O TEPAaTOrE€HHOM
pucke npu npueme uHruoutopos AII® B mepBoM Tpumectpe OepeMeHHOCTH. OJHAKO HENb3s
UCKJIIOUYUTh HEOONBIIOE YBEIWYEHHE PUCKA BO3HUKHOBEHMs HapylleHMH pa3BUTHs Iiofa. [lpum
IUTAaHUPOBAaHUM OEepeMEeHHOCTH, eciau Tepanus HHruoutopoM AIID cuuTtaercss HEOOXOIUMOM,
clieyeT NMEepeuTH Ha NMPUMEHEHHE JPYTMX AaHTUTUIIEPTEH3UBHBIX IPENApaToB C yCTaHOBJIEHHBIM
npodunem 6e30MacHOCTH NIl MpUMEHEHUs B mepuon OepemeHHocTH. [Ipu auarHocTupoBaHHON
OepeMeHHOCTH, CIIeAYyeT HEMEJUIEHHO NpPEeKpaTUTh IMpHeM Npenapata U, IpuU HEOOXOAMMOCTH,
HA3HAYUTh AJIbTEPHATUBHYIO TEPAIUIO.

W3BecTHO, uTO Bo3aelcTBUe MHruoutopo AII® Ha mox Bo II u Il Tpumectpax GepemeHHOCTH
MOJKET NMPUBOAUTH K HAPYUICHUIO €ro pa3BUTHs (CHIKEHUE (PYHKLUHU MOYEK, OJUTOTHAPAMHUOH,
3aMeJIeHHe OCCH(HKAIMKM KOCTeH deperna) W pa3BUTHIO OCJIOXHEHHUH Y HOBOPOXKIEHHOTO
(moveyHasi HEIOCTATOYHOCTh, apTEepPUATIbHAS TUIIOTEH3US, TUIIEPKAINEMUS ).
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MY OTUETY

PEKOMEHIyeTCsl IPOBECTH YIBTPa3ByKOBOE 00CIIeI0OBaHMUE IS OLICHKH COCTOSIHUS KOCTEH dyepena u
(GyHKINU TIOYEK.

HoBopoxkIieHHbIE, MaTepu KOTOPBIX Mosydand WHTHOMTOphl AIID BO Bpemsi OEpeMEHHOCTH,
JOJDKHBI HAXOJWUTHCA TOJ HAONIOJEHUEM H3-32 pPUCKA Pa3BUTHS apTEPHATBLHON TUIOTEH3UU
(cm. pasznensi 4.3 u 4.4).

JlakTaius

BenenctBue orcyrctBusi MHGOpMAalUKd OTHOCHUTENBHO TNPUMEHEHHS MEPUHIONpUIa B TEPUOJ
IPYAHOTO BCKapMIIMBaHUs, €ro MpUeM He pekoMmeHayercs. [IpeanodTurensHo NPUMEHATh APYTrue
npenapaTsl ¢ 6osee W3ydyeHHBIM Mpoduiem 6e30MacHOCTH B MEPUOJ TPYJHOTO BCKAPMIIMBAHUSA,
0COOCHHO TPY BCKAPMITMBAHUH HOBOPOXKICHHBIX MJIA HEJOHOIICHHBIX JICTEH.

DepTUILHOCTE

He ycranoBiieHO BIHMSIHUA Ha PENPOIYKTUBHYIO (DYHKITUIO MU (PePTHIBLHOCTD.

4.7. BausinMe HA CHOCOOHOCTHb YNPABJATH TPAHCHOPTHBIMHM CpeICTBAMH U PadoTaTh ¢
MeXaHU3MaMu

VY4uThiBas BO3MOXKHOCTb Pa3BUTUS apTepUAIbHON THUIIOTEH3MM WJINM TOJOBOKPYXKEHUS, KOTOpbIE
MOTYT MOBIIUATH Ha YIPABICHHE aBTOTPAHCIIOPTOM M pabOTy ¢ MEXaHW3MaMHU, CIIEAyeT COOI0aTh
OCTOPOYKHOCTH IPH YIPaBJIECHUU aBTOTPAHCIIOPTOM MJIM PabOTE ¢ MEXaHU3MaMH.

4.8. HewxenateJbHble peaKIUH

Pesrome nmpoduiist 0e301acHOCTH

[Tpoduns Ge30macHOCTH TEPHHIOMPHUIA COOTBETCTBYET Mpodmito 0e30MmacHOCTH WHTHOUTOPOB
AllD.

Haunbonee wacTeie HexenaTeNbHBIE PEAKIMHM TNPH TpUEME NEPUHAONPHIA, OTMEUYCHHBIC IIPU
MIPOBEICHUN KIMHUUYECKUX HCCIEIOBaHUN: TOJIOBOKPYXKEHME, TOJIOBHas Oousb, Mapecresus,
BEPTUr0, HAPYUICHUS 3PEHHUS, 3BOH B yIlIaX, apTepUasibHas TMIIOTEH3Us, Kallelb, OJbIIIKa, 00JIb B
KHMBOTE, 3a1op, Auapesi, TUCreB3us (paccTpoicTBO BKyca), TUCHENCUsi, TOUIHOTA, PBOTA, KOKHBIN
3yJ, KO>KHAsl ChIIlb, CIIa3Mbl MBILIL, ACTCHMUS.

TabnuuHoe PE3HOME HEKEIATCIIbHBIX peaKHI/Iﬁ

[TepeunciieHHBIE HIDKE HEXENATCNbHBIC pEaklUd, OTMECUYCHHBIC TPH IMPOBEICHUU KIMHHUYCCKHX
WCCIIEIOBAaHUM H/WIIM TOCTPETHCTPAIIMOHHOM TPUMEHEHUN TEePUHIONpPHIIA, MPHUBEACHB B BUIE
cienyromen rpaganuu: odeHb acto (>1/10); wacto (>1/100, <1/10); neuacto (=1/1000, <1/100);
peaxo (>1/10000, <1/1000); ouens penako (<1/10000); HEyTOUHEHHOU YaCTOTHI (4ACTOTA HE MOXKET
OBIThH MOJICYUTAHA 110 JOCTYITHBIM JIaHHBIM).

Tabnuua 2. TabnuuHoe pe3toMe HexenaTeIbHbIX PeaKknuit

MedDRA HexenartenbHbIe peakiuu Yacrota
Knaccel 1 cucTeMbl OpraHoB
Hapymenust co  cTopoHsl | Do3uHOGUINS Hewacto*
KpoBU U JuM(aTHUECKOH | ArpaHyJIONUTO3 WK MAHIMTOICHHS OueHb pesKo
CHCTEMBI CHuxeHue remoryioOnHa v reMaTokputa | OueHb pesiko
JlelikoneHus/HEUTpOTIEHUS OueHsp penko
I'emonuTHUecKas aHeMUs y MauueHToB ¢ | OueHb penko
BPOXICHHOU HE/I0CTaTOYHOCTHIO
TJII0K030-6-(ocdaTnernporeHassl
TpomOoruTOnIEHUS OuyeHsb penko
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Hapymenust co  cTopoHbI

THrorukeMus (cM. pazaeasl A4 145 | Hedacto® - = = 004

MeTabosIn3Ma U MUTaHUS I'mnepkanuemus, oOparumass mnocie | Heuacro*
OTMEHBI npenapata (cM. pasnen 4.4)
['unonarpuemus Heuacto*
[Icuxnueckue HapylIeHUs JlabunpbHOCTH HACTPOCHUS Heuacto
Hapymenne cua Heuacto
Hapymenuss co  ctopoHsl | ['010BOKpyKEHUE Yacto
HEPBHOM CUCTEMBI ["onmoBHas 60J1b Yacrto
[Tapecresus Yacto
Bepturo Yacto
CoOHITUBOCTH Heuacto*
O6MOpOoK Heuacrto*
CnyTaHHOCTb CO3HAHHUS OueHb penko
Hapymwennss co  cropons! | Hapymenue 3penus Yacto
opraHa 3peHus
Hapymenust co  cTOpoHBI | 3BOH B ylax Yacto
oprasa ciyxa u JabupuHTa
Hapymenust co  ctoponsl | Onrymenue cepaieoneHus Heuacro*
cepauna Taxukapaus Heuacto*
Crenokapaus (cMm. pazzaen 4.4) OueHsb penko
AputMmus OueHsb penko
Wudapkr MHUOKap/a, BO3MOXHO, | OueHb penko
BCJIICTBUE H30BITOYHOTO CHIKEHUS
A/l y manueHToB M3 IPyIIBl BBICOKOIO
pucka (cM. paznen 4.4)
Hapymienust co  cTopoHsl | AprepuanbHas runoten3us | Yacrto
COCY/ZIOB (m30bITOuHOE  cHWKeHue AJl) u
CBSA3aHHBIE C 3TUM CHUMIITOMBI
Backymut Heuacro*
WHcyneT,  BO3MOXHO,  Beiaenctsue | O4eHb peaxo
ypesmepHoro  cHmwkeHus  AJl y
MALMEHTOB U3 IPYIIIBI BEICOKOIO PUCKa
(cm. paznen 4.4).
Cungpom Peiino Heyrounennon
YacTOTHI
Hapymenust co  cropons! | Kamenb Yacro
NBIXaTEIbHOU cuctemsl, | OnpIka Yacto
OpraHoB TpPYIHOW KJIETKH | | BpoHXOcmasm Heuacto
CPpEAOCTCHHUA D03uHO(pUIbHAS THEBMOHMSI OueHb penko
Punur OueHs penko
XKenynouHo-kuIeyHbIE Bbons B xuBOTE Yacro
HapyUIECHUS 3anop Yacro
Juapes Yacto
Jlucressust (pacCTpONCTBO BKyca) Yacro
Jucnencus Yacro
TomHoTa Yacro
PBorta Yacto
CyxocTb BO PTY Heuacto
ITankpearur OuyeHsb penko
Hapymenust co  cropons! | 'ematut (xonecTaTHUeCKUn wu | OueHs peako

IIEYEHN H JKCEIYCBBIBOOAIIINX

nuTonuTHYecKuit) (cM. pazzaen 4.4).
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myTeit (HOCHEQUBATENEROCTE 0003)
Hapymenust co  crtoponsl | KoxHbll 3y1 Yacto
KOKU Y NIOJIKO’KHBIX TKaHEH KosxHas chItib Yacto
Kpanusnuna (cm. paznen 4.4) Heuacto
AHTMOHEBPOTHYECKMT  oTeK  Jjuua, | Hewacto
KOHEUYHOCTEH, ryo, CIU3UCTBIX
000JI04€eK, SI3bIKA, TOJIOCOBBIX CKIIAJIOK
v/unv roptanu (cM. pasnen 4.4)
Peakunu poTouyBCTBUTENBHOCTH Hewacto*
[Temduroun Heuacro*
[ToBbIIIIEHHOE TOTOOT/ICICHHE Hewacro*
OO6ocTtpeHue ncoprasza Penxo*
MmuorodopMHas spurema OueHb penko
Hapymenuss co  ctopoHbl | MblllleuHbI€ CITA3MBbl Yacto
MBIIIEYHOM, CKENEeTHOH U | ApTpairus Heuacro*
COCAMHUTEIIBHON TKaH! Muanrus Heuacto*
Hapymennss co  croponsl | [loueunas HeqocTaTO4YHOCTH Heuacto
IOYEeK U  MOYeBBIBOAAIMX | OcTpas mouedyHasi HeJJOCTaTOYHOCTh Ouens penko
nyTei
Hapymenust co  CTOpOHBI | DpeKTHIIbHAS TUCHYHKIUS Heuacto
PENpPOYKTUBHOM CHUCTEMBI U
MOJIOYHBIX JKeJe3
Oo61ue HapyLIECHUs " | ActeHus Yacrto
pEeaKI B MECTE BBEJICHUS Bbonb B rpyaHOit KieTKe Hewacro*
Henomoranune Heuacro*
[epudepuyeckne orekn Heuacro*
Jluxopanka Heuacro*
Jlaboparopubie u | [loBpllIeHNE KOHIEHTpaluu Mo4eBHHBI | HewacTo*
WHCTPYMEHTAJIbHBIC JJaHHBIC B KPOBHU
[ToBbIIeHNE KoHIeHTpauuu | Hewacto*
KpeaTUHHHA B KPOBU
[ToBbiIeHHE KOHIIeHTpauuu | Penko
OmnpyOrHa B KPOBU
[ToBbiIeHHE akTuBHOCTH | Penko
«TEYCHOYHBIX» (EPMEHTOB
TpaBmel, uHTOKCHKauuu U | [lanenue Heuacto*
OCJIOKHEHUSI TIPOLIETYP

* Oyenka 4acmomuol HeXCelamenbHblX PeaKyull, GbIsIGICHHbIX N0 CHOHMAHHbIM COOOUCHUSIM, NPOBEOCHA HA OCHOBAHUU
OAHHBIX Pe3yIbMAaAmo8 KIUHUYECKUX UCCIe008aHULL.

Coobmanoch O pPa3BUTUM CUHIpPOMa HEAJeKBATHOM CEKpELUH AaHTUAWYPETHMUYECKOTO0 TIOpMOHa
(CHCAI') mpu coBmecTHOM npuMeHeHuH ¢ Ipyrumu uaruouropamu AII®. CHCAT no yactore
BO3HUKHOBEHHUSI OTHOCUTCS K OYEHb PEIKHUM, HO BO3MOXHBIM OCJOXHEHHSM, OOYCIOBJIEHHBIM
tepanuei naruoutopamu AllD, Bitouas nepuHIONPUIL.

HexenaTenbHbIE SBICHUS, OTMEUSCHHEIC B KIIMHUUYECKUX UCCICIOBAHUIX

B wuccnenoBanmn EUROPA mnpoBoamiiace perucTpamusi TOJBKO CEPhE3HBIX HEXKEIaTeIbHBIX
spiieHnii. Cepbe3Hble HeXKeNaTenbHbIe siBIeHus ObutH oTMedeHbl v 16 (0,3 %) manueHToB B rpymme
nepungonpuia u y 12 (0,2 %) mauuentoB B rpymme Iuianebo. B rpynne nepunmompuia y
6 MaIMEeHTOB ObLTIO OTMEYEHO BBIpaKEHHOE CHIDKeHHE AJl, y 3 MalMeHTOB — aHTHOHEBPOTHUECKUN
OTeK, y | manmeHTa — BHE3alHas OCTaHOBKAa cepana. YacTora OTMEHBI IpemnapaTa M3-3a Kaullld,
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MIEpUHJIONPUJIA 110 CPAaBHEHUIO C TPYIIOi mianeoo.

COO6IJ.[€HI/IG 0 MOA03PEBACMBIX HCXKCIATCIIbHBIX PCAKITMAX

Baxwno COO6I_HaTB 0 IMOAO3pE€BACMBIX HEXKECIATCIbHBIX PCAKIUAX ITIOCIC pEerucTpanuu Ipemnapara €
OCJIBIO obecneucHust HCIIPCPBIBHOT'O MOHUTOPHHTA COOTHOIICHUA «I10JIb3a —  PHUCK»
JICKApCTBECHHOT'O IIpfIiapara. MGI[I/IHI/IHCKI/IM pa6OTHI/IKaM PEKOMEHAYCTCA COO6H_[aTI) 0 JH00BIX
MoAO3pCBACMBbIX HCKCIIATCIIbHBIX PCAKIHAX JICKAPCTBCHHOTO MHpfcIlapara 4Y€pe3 HAIlMOHAJIbHBIC
CHUCTCMbI COO6HI€HI/I${ 0 HCXKCIATCIBHBIX pCaKOUAX TIoCyaapCTB — YJICHOB EBpaSHfICKOFO
9KOHOMHYCCKOI'O COr03a.

Poccutickas ®@edepayus

denepanbHas Ciryx0a o Haa30py B cepe 3paBoOXpaHEHUS.

Anpec: 109012, r. MockBa, CnaBstHcKast miiomanis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnektponHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(MOPMAIIMOHHO-TEIEKOMMYHUKAIMOHHON ceTH «MHTepHeT»:
https://roszdravnadzor.gov.ru

4.9. Ilepeno3dupoBka

CHUMIITOMBI

CumnToMBI, CBSI3aHHBIE C TepeAo3upoBKOil nHrnouTopamu AIID, Moryt BKIHOYaTh: BBIPAKEHHOE
cHibkeHue AJl, HUPKYIATOPHBIA IIOK, HAPYIIEHUS BOJHO-3JEKTPOJIMTHOTO OanaHca, MOYEUHYIO
HEJIOCTAaTOYHOCTh, THUIEPBEHTUWISAIUIO, TaXUKaApAHUIO, OILIYIIEHHUE CcepalneOueHus, Opaauxkapauio,
TOJIOBOKpY>KeHHUE, 0ECITOKOMCTBO U Kalllelb.

Jleuenue

PekoMeHyeMbIM METOIOM JI€YEHHs] TMPHU TEPEIO3UPOBKE SBISETCS BHYTPUBEHHOE BBEJICHUE
0,9 % pactBopa Hatpus xjopuna. [Ipu BeipakeHHOM cHUX)eHUU Al ciemyeT nmepeBecTH MalueHTa
B TOJIOKEHUE «IeXay Ha CIUHE C MPUMOTHATHIMUA HOramH. [Ipu HEOOXOAMMOCTH MOKHO BBECTH
BHYTPUBEHHO aHTHOTeH3WH Il w/mim pactBop karexosamMuHOB. C TIOMOIIBIO JHATN3a MOXHO
yIaJdUTh MEPUHAONPUI U3 CUCTEMHOTO KpOBOTOKa (cM. pasaen 4.4). Ilpu pa3BuUTHH yCTOHYMBOU K
Tepamnuu OpagTuKapaHd MOKET TOTPEOOBATHCS YCTAHOBKA AIIEKTPOKAPIUNOCTUMYIISATOPA.

HeO6XOI[I/IMO IIOCTOAHHO KOHTPOJIHMPOBATH IIOKA3aTCJIM OCHOBHBIX JKUM3HCHHBIX (I)YHKI_[I/Iﬁ
oprannismMa, KOHOCHTPALWIO KPpECaTUHUHA U 3JICKTPOJIMUTOB B CHIBOPOTKE KPOBH.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®dapmakoaMHamMHYecKHe CBOiicTBa

dapMakoTepanieBTUYECKasi TIpyNNa: CpeACTBa, JACHCTBYIOIIME Ha PEHUH-aHTHOTEH3HMHOBYIO
CUCTEMY; MHTHOUTOPBI aHTHOTEH3UHITpeBpatiatoniero pepmenta (AI1D).
Kong ATX: CO9AA04

MexaHu3M aeicTBus

[Mepurnonpun — UHTUOUTOP pepMEeHTa, MPEBPAIIAOIETO aHTUOTeH3UH | B anrnoTeH3uH 1.

AIl®, win kuHuHaza II, sBisercs sK30mMenTHIa30¥, KOTOpas OCYIIECTBIISIET KaK MpeBpalleHue
aHruoreHsmHa | B cocynocyxuBawouiee BemiecTso aHruoreHsuH II, Tak u  paspymienue
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OMY OTYETY

Nurn6uposanne AII® npuBOIUT K CHIDKCHHIO KOHIICHTpAllMM aHTHOTeH3WHA Il B T1a3me KpoBH,
YTO BbBI3BIBACT YBCIIMYCHHUC AKTHBHOCTH PCHHHA IJIa3Mbl KPOBH (HO MCXaHU3MY <<0TpI/ILIaTeJIbHOI>'I
00paTHOM CBSI3W») U YMEHBIIIEHUE CEKPELIUU aJIbJIOCTEPOHA.

[TockonbKy aHTMOTEH3WHIPEBPALIAOIINI (epMEHT HHAKTUBUPYET OpaiukuHuH, nojnasienue AIID
COIIPOBOXAAETCS MOBBIIMICHUEM AKTMBHOCTU KaK LIUPKYJIUPYIOLIEH, TaK U TKAHEBOW KaJLIMKPEHH-
KMHUHOBOW CHCTEMBI, IIPU 3TOM TaKK€ aKTHUBUPYETCS CUCTEMA MPOCTArJIaHINHOB. BO3MOXKHO, 4TO
3TOT APQEKT ABISIETCA YACTHIO MEXAHW3MAa aHTUTUIIEPTEH3UBHOIO JeiicTBus nHrnouropos Alld, a
TaKKe MEXaHU3Ma pPa3BUTHA HEKOTOPBIX MOOOYHBIX 3(PQEKTOB MpemaparoB JaHHOTO Kiacca
(HampuMep, Kars).

[lepunponpun OKa3bIBaeT TepamneBTUYECKOe JCHCTBHE Oyiarofapsi akTHBHOMY METa0OJIHUTY
nepuHonpuiaaTy. Jpyrue MetaboauThl HE OKa3bIBAIOT MHTHOMPYIOMIETO JCUCTBUS B OTHOIICHHUH
ATI® in vitro.

Kimmanueckast 3dbdhekTUBHOCTE U 0€30I1aCHOCTE

Apmepuanvras cunepmen3us

[Mepunponpun 3¢ dekTuBeH B Tepanuu apTepUaibHON TMIIEPTEH3UU JIF000M cTerneHn TshkecTH. Ha
dboHE TpUMEHEHHWS Tperapara OTMEYAeTCS CHIDKCHHE KaK CHCTOJIIMYECKOro, TaK |
JIMACTOJIMYECKOT0 apTepralibHOro naBiicHUS (AJl) B MOJOXKCHHM MAIMEHTA <JICkKA» U «CTOS.
[Mepurmonpun ymeHnbinaer obmee nepudepudeckoe cocymuctoe comporupiieHne (OIICC), uro
NPUBOAMT K CHIDKeHHIO AJl, mpu 3ToM mnepudepuyeckuii KPOBOTOK YCKOpsieTcs 0e3 M3MEHEHUs
4acToThI cepaieunbix cokpamienuit (HCC).

Kak mpaBmio, mnepuHIONPUI NPUBOJUT K YBEIHMUEHHUIO TOUYEYHOTO KPOBOTOKA, CKOPOCTH
KJIyOOUYKOBOW (DUIIBTPAIIUU TIPU 3TOM HE U3MEHSIETCS.

AHTUTHNIEpTEH3UBHOE JIEHCTBUE TMpernapara AOCTUTaeT MakcuMyma uepe3 4—6 uacoB mocie
OJIHOKPATHOI'O IpHeMa BHYTpPb U coxpaHsercss B TeueHue 24 4. Uepes3 24 wyaca mocne npuema
BHYTpb HabIto1aeTcs BeipaxkeHHoe (mopsiika 87—100 %) ocrarounoe unrubupoBanue AlID.

CHmxenne AJl nocturaercs AOCTaTOYHO OBICTPO. Y NAIMEHTOB C IMO3UTUBHBIM OTBETOM Ha
neueHne HopManu3auus AJl HacTymaeT B TedYeHHE Mecslla U coXpaHsercss 0e3 pa3BUTHs
TaxU(PUITAKCHH.

HperameHHe JICUCHUS HE COIIPOBOKAACTCA Pa3BUTHEM B(I)(I)eKTa «PUKOLICTA».

[lepuagonpun OKa3blBaeT COCYAOpPACIIUPSIONIEe AEHCTBHE, CIIOCOOCTBYET BOCCTAHOBJICHUIO
AIIACTUYHOCTH KPYIHBIX apTepHidl M CTPYKTYpPBHI COCYIUCTOW CTEHKH MEJIKHX apTepHid, a TaKke
YMEHBIIAET TUMIEPTPODUIO JIEBOTO KEITYI0UKA.

CoBmecTHOE Ha3HAuYCHHE THUA3UHBIX JTUYPETUKOB YCHUIIUBAET BBIPAKEHHOCTh
aHTUrunepTeHsuBHoro 3gpdexra. Kpome sroro, komOunupoanue uuruouropa AIl® u tnasunHoro
IUYpEeTHUKa TakXe MNPUBOJUT K CHHKEHHMIO PUCKA Pa3BUTHs TUNOKAIMEMMHM Ha (oHEe mpuema
TUYPETHKOB.

Cepoeunas neoocmamo4nocmes

[Tepunonpun HopMau3yeT paboTy cepara, CHIbKas IPEIHATPY3KY U MOCTHATPY3KY. Y MaIMEeHTOB
C XPOHHUYECKOU cepIeYHON HEAOCTATOYHOCTHIO, TOMYUYaBIINX MEPHUHIOTPUIT, OBLJIO BHISBICHO:

— CHHWIKCHHC JaBJICHHUA HAIIOJITHCHUA B JICBOM U IIPABOM KCITYyJOUKax CEpaIa,
— CHIDKEHHe 001ero nmepudeprudeckoro COMpOTUBIICHHS COCY/IOB;
— TIOBBIIICHHE CEPCYHOTO BHIOPOCA U YBEIIHMUYCHHE CEPACYHOTO MHIEKCA.

HccnenoBanue npemnapara 1o cpaBHEHHUIO ¢ IU1anedo mokasaio, yTo u3MeHeHus A/l mocne nepBoro
npueMa MepUHIONpUia 2 MI y MalUMeHTOB C XPOHHYECKOH CepAeuHON HEI0CTaTOUYHOCTHIO
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OTJIMYATHMCH OT u3MeHeHui AJl, HaGmro1aBmuxcs mociie mpuema miarneoo.
Lepebposackynsapuvie 3a601e8aHUs

Pesynbratel uccnegoBanus IIPOI'PECC, rae oneHuBaJioch BIMSIHUE AaKTUBHOM Tepamuu
MEePUHIONPUIIOM (MOHOTEpANus WM B KOMOWHAIIMU C WHAAMAMHIIOM) B TeUeHUE 4 JIET HA PHUCK
pPa3BUTHUS TOBTOPHOTO WHCYJbTA Yy IMAIIMEHTOB, UMEIOMINX IepeOpOBaCKY/IsIpHBbIC 3a00JICBaHUS B
anamuese. [lociie BBOAHOTO TieproAa MPUMEHEHUS TIEPUHIONPUIIA TPETOYyTUIIAMHIHA 10 2 MTI' OJTUH
pa3 B JieHb B TEYCHHE ABYX HEJENb W 3aTeM 10 4 MT' OJIMH pa3 B JIeHb B TCUYCHHE MOCICTYIOIINX
IBYX Henenb, 6105 manueHToB ObUTH paHIOMH3UPOBAHBI Ha JABE Tpymmbl: mianedo (n = 3054) u
MEPUHIONPUI TPETOYTUIAMUH TI0 4 Mr (MOHOTEpanus) WM B KOMOMHAIIMM C WHAANAMHUIOM
(n = 3051). Mapanamupa JOMOJHUTEIBHO HAa3HAYaJCsA MalMEeHTaM, HE HWMEIOIIUM MPSMBIX
MOKa3aHUH WM MPOTUBOIIOKA3aHUMN ISl IPUMEHEHUs TUYPEeTUKOB. JlaHHAs Tepamusi Ha3Havajlach
JIOTIOJTHUTENBHO K CTAHJIAPTHON Teparuy MHCYIIbTA W/ WU apTePUATbHON TUIIEPTEH3UH W IPYTHX
MaTOJIOTHYECKUX COCTOSIHUM. Bce paHIOMU3MpOBaHHBIE TAIMEHTHI WMEIM B aHaMHE3e
1epeOpoBacKyIspHBIE 3a00eBaHus (MHCYIIBT WU TPAH3UTOPHYIO UIIIEMHYECKYIO aTaKy) B TCUCHUE
nociaeaHux S5 ser. Benuuuna AJl He siBisIach KpUTepueM BKIOUeHHs: 2916 manueHTOB HMMENH
aprepuanpHyto runeprensuto u 3189 — nopmansnoe AJl. Ilocne 3,9 ner Tepanuu BenuumHa A/l
(cuctonmuyeckoe/ MMACTOIMYECKOE) CHU3WIACh B cpemHeM Ha 9,0/4,0 mm pr.ct. Takxke ObuIO
MOKa3aHO 3HAYMUTENIbHOE CHIDKEHHME pPHCKa BO3HUKHOBEHMSI TMOBTOPHOTO HWHCYJbTa (Kak

UIIEMHYECKOT0, TaK U TeMopparuueckoro) mnopsaka 28 % mo cpaBHenuto ¢ rwianeb6o (10,1 % u
13,8 %).

HOHOJ’IHI/ITeHBHO OBUIO MOKA3aHO 3HAYUTEIBHOE CHIKEHHE pHUCKa:
- (baTaJII)HI)IX WJIW ITPUBOAAIINX K HHBAJIUAU3ALUN UHCYJIBTOB,

— OCHOBHBIX CCPACUYHO-COCYAHUCTBIX OCJIO)KHGHPIﬁ, BKJIrO4as I/IH(i)apKT MHOKapaa, B T.4. C
JICTAJIbHBIM MCXOA0M,

— JIEMEHLIHH, CBSI3aHHOHU C UHCYJIbTOM;
— CEpbEe3HbIX YXYALIEHUN KOTHUTUBHBIX (YHKIIHI.

3710 OBUIO OTMEYEHO KaK y MalleHTOB C apTepHaIbHOM TMIIepTeH3UeH, Tak U TpU HOpMajabHOM A/l,
HE3aBUCHMO OT BO3pacTa, 10Jj1a, HATMYKs WIN OTCYTCTBHSI CaXapHOro 1uadera v TUIA WHCYIbTA.

Cmabunvras uwemudeckas 6onesusb cepoya (MBC)

D¢ hexkTuBHOCTh MPUMEHEHUS NEepUHIOoNpHUiIa y nanueHToB (12218 nanuenTos crapime 18 ser) co
crabunbHO MBC 06€3 KIMHUYECKMX CHMITOMOB XPOHMYECKOM CepJeYHON HEeZ0CTaTOYHOCTU
u3ydanach B xone 4-nerHero ucciaenoBaHusd. 90 % ydyaCcTHMKOB MCCIENOBAaHUS paHEE NEPEHECIN
OocTpbli MH(MApPKT MHUOKapja W/WIM TPOLENypy peBacKyisipu3anvy. BoibIIMHCTBO MNallMEeHTOB
MOJIYYMJIM TIOMHUMO HCCIENyEMOro IpernapaTa CTaHJapTHYIO TEPaluio, BKIIOYas aHTHArperaHThl,
TUMNOJIUIHUIEMUYECKHE CpelcTBa U OeTa-aJpeHo0NoKaTopbl. B KkauecTBe OCHOBHOIO KpUTEpHUS
3¢ deKTUBHOCTH ObUla BbIOpaHa KOMOMHUpPOBAaHHAs KOHEYHAas TOYKA, BKIIOYAIONIAS CEepIEeYHO-
COCY/IMCTYIO CMEPTHOCTb, He(paTaabHbIA HH(APKT MUOKAP/Ia U/UIH OCTAHOBKY CEp/ALIA C YCIEITHON
peaHuManuen.

Tepamnus nepuHoNpHiIa 3pOYMUHOM B J103€ 8 MI/CYTKH NMPUBOANIIA K CYHIECTBEHHOMY CHUXEHHIO
a0COJIOTHOTO pHCKAa HACTYIUIEHUS KOMOWHUpPOBaHHON KOHEYHOM Toukd Ha 1,9 % (cHmkeHue
oTHOCUTENbHOrO pucka — 20 %). YV maiueHToB, paHee IMepeHeclIuX HH(PapKT MUOKapja WId
IpoLelypy PEeBacKyJIspHU3allli, CHUXKEHHE a0CONIOTHOTO pucka coctaBuio 2,2 % (CHMXKEHHE
OTHOCUTENFHOTO pHcKa — 22,4 %) 1o CpaBHEHUIO ¢ TPYNIION 1uiaedo.

eotinas 6roxada peHuH-aneuomen3uH-anboocmeponosoti cucmemst (PAAC)

Nmerorcss naHHBbIE KIMHUYECKUX HCCIIEOBAaHMM KOMOMHUPOBAHHOM Tepanuu € MPUMEHEHHEM
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uHruouropa AII® u aHTaroHucTa penenTopa aHrHoTgH3MHA 1 PA:P;A;-IE)] OBATEIBHOCTS 0002)

MY OTUETY

[IpoBOIMIIOCH KIIMHUYECKOE HCCIEJOBAaHUE € YYACTHEM NAIMEHTOB, HMMEKOIIMX B aHaMHeE3e
KapIMOBAaCKYJISIpHOE WM LiepeOpoBacKyisipHoe 3abosieBaHue, auMO0 caxapHblii nuaber 2 Tuma,
COMPOBOXKIAIOIINICSA MOATBEPAKACHHBIM MOPAKEHUEM OpraHa-MHUILIEHU, a TAKKE HCCIEAOBAHUS C
y4acTHEM HalMEeHTOB C CaxapHbIM AMAa0ETOM 2 THIA U Jrua0eTHYeCKOr HedpomaTuei.

JlaHHBIE MCCIEIOBAHUN HE BBIABMIM 3HAYMMOIO IOJIOKUTEIBHOIO BIIMSHUS KOMOMHHUPOBAHHOM
Tepanuy Ha BO3HUKHOBEHHE IMOYEYHBIX W/WIM KapJHOBACKYJSPHBIX COOBITMH M HA TOKa3aTeNld
CMEPTHOCTH, B TO BPEMsI KaK PUCK Pa3BUTHUS FMIEPKAIIMEMUH, OCTPOU MOYEUHON HEAOCTATOYHOCTH
W/WIK apTepUaNbHOM TMIIOTEH3UN YBEITMYUBAIICS TI0 CPABHEHHUIO C MOHOTEpAIueH.

[IpuHrMasi BO BHUMaHHS CXOXHE BHYTPUIPYIIOBBIE (papMakoAMHAMHYECKHE CBOMCTBA
uaruouTopoB AII® u APA 11, naHHBIe pe3ynbTaThl MOKHO OXKHJIATh JIJISl B3AaUMOJICHCTBUS JTFOOBIX
JIPYTUX MperapaToB, MpeacTaBuTesei kinaccoB HHruonTopoB AII® u APA 1I.

[TosTomy coBmecTHOE ITpuMeHeHHe HHInouTopoB AII® u APA Il npoTuBOnoka3aHo y HanueHTOB ¢
TMa0ETUIECKOW He(poIaTueH.

Nmerorcss naHHbIE KIMHUYECKOTO MCCIEAOBAHUSA IO H3YYECHHUIO IOJOXKUTEIBHOIO BJIMSHUS OT
no0aBJeHHs ATMCKUpeHa K cTaHAapTHOU Tepanuu unruouropom AIID umu APA I y manueHToB ¢
caxapHbIM quabeToM 2 THIAa U XPOHHYSCKUM 3a00JIEBaHMEM ITOYEK WM KapAHOBACKYISIPHBIM
3a0oneBaHueM, JIMOO MMEIOIUX coveTaHue 3TUX 3aboseBaHuil. McciaenoBanue ObUIO MpeKparieHo
JOCPOYHO B CBSI3M C BO3POCIIMM PHUCKOM BO3HMKHOBEHHUS HEOJIArOMPUSITHBIX HCXOIOB.
KapnuoBackynsipHass cMepTh U HMHCYJIBT OTMEYAJIMCh Yallle B IPYIIE MAlMEHTOB, MOJIYYArOIINX
QIMCKUPEH, 10 CPABHCHHUIO C TPYNION IUIanedo0; TakKe HEXKeNaTelIbHBbIC SBIICHUS M CEPbE3HBIC
HEeXKeNaTeNbHBIE SIBICHHUS OCO0Oro HHTepeca (THUIEpKalueMus, apTephalibHas THUIOTEH3US U
HapylieHus (YHKIUHM TIOYEK) PETUCTPUPOBAIUCH Yallle B TPYMNIE aJTUCKUPEHA, YeM B TpYIIIE
wiane0bo.

JleTu ¥ MOJAPOCTKH

O¢ddexTuBHOCT, U 0€30MACHOCTH MPUMEHEHUS MEPUHAONPUIIA y JIETel U MOJIPOCTKOB B BO3pacTe
10 18 et He ycTaHOBIICHA.

HmeroTcs naHHblE KIMHUYECKUX HCCIEAOBAaHUM ¢ yuyacTheM 62 MalueHTOB C apTepHabHOU
TUNIEPTeH3We B Bo3pacTe OT 2 10 15 JeT co CKOpPOCThIO KIyOOUYKOBOW (PMIBTpaLNH
> 30 mu/mun/1,73 M? MIOmAMM TOBEPXHOCTH Teld, KOTOPhE MOIYYald TEpPHHIONPHI B 03¢
0,07 mr/kr B cpennem. Jlo3a noadOupanack MHAMBUIYaIbHO, B 3aBUCUMOCTH OT OOIIEr0 COCTOSTHUS
NalyeHTa M IoKa3aTeled ero apTepualbHOTO [aBJIEHUS B OTBET Ha Tepamnuio, MpU 3TOM
MakcuMaibHas fgo3a cocrasisuia 0,135 mMr/kr/cyr.

59 nmalnuMeHTOB y4YacTBOBAIM B MCCIEIOBAaHUM Ha MPOTSHDKEHUH 3-X MecsAleB M 36 MalKMeHTOB
3aBEPIIMIIN TIPOJJICHHBIM TMEpPUOJ] HCCIIEOBAaHUsA, KOTOPBIA COCTaBJIsUI HE MeHee 24 wmecsIeB
(cpenHsist MPOIOIKUTENBHOCTD YYaCcTHS B UCCIEIOBAaHUH cocTaBmiia 44 mecsa).

IToka3aTenu CHCTOJIMYECKOTO M JUACTOJIMYECKOTO AapTEpUAIBHOTO JIABIEHUS OCTaBAJIUCh
CTa0WJIBHBIMH Ha NPOTSKEHUMM BCEro Mepuoja HccieloBaHus (OT MOMEHTa BKIIOYEHHS B
UCCIIEIOBaHMS /10 3aKJIIOUMTENBbHOM OILIEHKH) Yy TMAalMeHTOB, paHee IMOJIyYyaBIIUX JIpyrue
TUIIOTEH3UBHBIE CPENCTBA, M CHU3ZWINCH Yy IAllUEHTOB, PAaHEE HE IOJIyYaBIIMX TMIIOTEH3UBHYIO
TEpaIuIo.

bonee 75 % nereit nmpu mocieaHEM ONPENEICHUN UMENU CUCTOJMYECKOe M auactoimueckoe AJl
MeHbIIE 95-r0 MEePUEHTHIIA.

JlaHHbIe IO G€30MaCHOCTH, MOJIyYEHHBIE B 3TOM MCCIIEOBAHUH, COTIACYIOTCS C YK€ UMeolencs
nH(popMalvel OTHOCUTEIbHO 0€30MaCHOCTH MPUMEHEHHSI TIEPUHA0IPUIIA.
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5.2. dapMakOKHHeTHYeCKHe CBOHCTBa

AOGcopOrus

[Tocne mpuema BHYTPh NEPHHIONPHI OBICTPO BCACBIBACTCS B IKEMYJOYHO-KUIIEYHOM TPAKTe,
MakcumanbHas KoHUeHTpauus (Cmax) B IUIa3Me KpoBU Jocturaercs uepe3 1 4u. Ilepuon
nostyBeiBesieHus (T1/2) mepunaonpuiia U3 mwia3smMbl KpOBU cocTaBiiseT | .

Pacopenenenune

O0beM pacripeenieHus: CBOOOTHOTO MIEPUHIONPUIIATA COCTaBIsIeT Tpubm3uTenbHo 0,2 1/kr. CBsi3b
nepuHAoNpuiIata ¢ OelkamMH TUla3Mbl KpPOBH, TIJIaBHBIM oOpazom ¢ AIl®, cocraBiser
20 %, 1 HOCUT J10303aBUCUMBII XapaKTep.

BI/IOTDaHCd)ODMaI_II/Iﬂ

[Mepungonpun He obnagaer papMakoIOTHIecKOi akTUBHOCTHIO. [TpnbnusutensHo 27 % oT ob1ero
KOJIM4ecTBa a0COPOMPOBAHHOTO MEPUHAONPHIIA MONAAAaeT B KPOBOTOK B BHJAE AaKTUBHOIO
MeTtabonura nepuHaonpunata. [lomumo mepuHaonpmiIaTta, oOpa3yrTcs eme 5 MeTaboIUuTOB, HE
obnagaromux (papMakoIOrMueckod aKTUBHOCTBIO. Cmax MEpUHIONpHIATA B IJIa3ME€ KPOBHU
nocruraercs yepes 3—4 4 rociie npueMa BHYTpb.

[Tpuem nunm 3amMeassieT NpeBpalleHrie NIepUHI0NpPUIa B IEPUHIONPUIIAT, TAKUM 00pa3oM, BIUSS
Ha OuomoctynHOCTh. [loaTOMY mpemnapar ciaeayer NpUHUMATh BHYTPh | pa3 B CyTKH, YTPOM, TEpE.
MIPUEMOM UIIIH.

bputo mokazaHo, 4TO 3aBUCUMOCTb MEXIY J030HM MEPUHAONPUIIA U KOHLIEHTPAUUEl €ro B IJia3Me
HMMEET JIMHEUHBINA XapaKTep.

OnUMUHALMS

[lepunaonpunar BBIBOAUTCS W3 OpraHu3Ma IOYKaMH, M KOHEYHBIH MEpUOJ IOJIyBBIBEACHUS
CBOOOMHON (pakIUM COCTAaBIsIET NPUOIM3UTENBHO 17 d9acoB, B pe3yiabTaTe pPAaBHOBECHOE
COCTOSIHUE JIOCTUTAaeTCsl B TeUEHUE 4 CYTOK.

Oco0ble rpynIbl MalueHTOB

BriBenenne nepungonpuiiata 3aMeIJIEHO Y TALMEHTOB ITOKUIIOTO BO3PACTa, a TAK)KE y IMAILUEHTOB C
CEpPACYHON M TOYEUHOU HETOCTATOYHOCTHIO.

JManu3Hbli KIMpEeHC NepuHIonpuiIaTa coctapiser 70 Mi1/MUH.

VY manueHToB ¢ HUPPO30M TEUYCHH MEYECHOUHBIA KIMPEHC MEPUHAONPHIA YMEHBIAeTCsl B 2 pasa.
Tem He MeHee, KOMMYECTBO OOpPa3yIOUIErocs MEpUHIONPHIIATa HE yYMEHbBIIAETCS, U KOPPEKIUU
TI03bI TperapaTa He Tpedyercs (cM. pasnenst 4.2 u 4.4).

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. Hepeqeﬂb BCIIOMOraTeJbHbIX BEIIECTB

Ilepunmonpui, 2 Mr, Ta6J'ICTKI/I, IMOKPBITHIE TIJICHOYHOMH 000J104K0#

Cocmas si0pa mabaremu:

Kpaxman kykypy3HbIii pexeTaTHHH3UPOBAHHBIH
[enmromo3a MUKpOKpHCTATITAYECKAS
Kpocnosunon

Kpemuns 1rnokcu1 KOJUTONIHBINA

Maruus creapar
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Cocmae obonouku mabiemxu:

Komnosuyus ons obonouxku benoco yeema.
[TonMBUHUIOBBINA CIUPT

Turana guokcun (E171)

Maxkporosn-3350

Tanbk

Ilepungonpui, 4 Mr, TabJIETKH, IOKPHITHIE IIIEHOYHON 000JI0UYKOMI

Cocmas si0pa mabaremxu.:

Kpaxman KkyKypy3HbIi peKeTaTUHU3UPOBAHHBIN
[enmromo3a MUKpOKpHCTAIITAYSCKAS
Kpocnosugon

Kpemnus nuokcui KOJUTOMIHbINA

Marnus creapar

Cocmas 0bonouku mabiemxu:

Komnosuyus ons obonouxku zenenoco ysema 1.
[ToMMBUHUIIOBBINA CITHUPT

Turana auokcun (E171)

Makporon-3350

Tanbk

Nunurokapmun (E132)

Jlak amrOMUHUEBBINA JKEITHIA™

* Kpacutens N3roTOBJIEH HA OCHOBE KPACUTENs COMHEUHBIH 3aKaT >kentoiid E110.

Ilepuagonpui, 8 Mr, TaOJIETKH, IOKPBITHIE INIEHOYHOW 000JI0YKON

Cocmaeg siopa mabnemxu.

Kpaxman KkyKkypy3HbIi IpeKeITaTHHU3NPOBAHHBIN
[ennrono3a MUKpOKpUCTAIIINYECKAs
Kpocnosnon

Kpemuus 1nokcu KoJutonIHbIN

Marnus creapar

Cocmas obonouku mabiemxu:

Komno3zuyus ons obonouxu 3enenoeo yeema 2.
[TonMBUHUIIOBBIN CIIUPT

Tutana quoxcun (E171)

Maxkporou-3350

Tanbk

Nuaurokapmus (E132)

Kpacutens xenesa okcup xxentoiit (E172)
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6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHH)

2 rona.

6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH NPU XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaTrype He Bbiie 25 °C.
6.5. Xapakrep u cojiep:KaHHe YIAKOBKH

[To 10 TaGmeTok B KOHTYPHYIO SYCHKOBYIO YIAKOBKY, cocTosmyl u3 muieHKdu [IBX u donbru
AIFOMUHUEBON NEYaTHOH JIAKUPOBAaHHOMU, MK 10 10 TablIeToK B KOHTYPHYIO SIUCHKOBYIO YIIaKOBKY,
COCTOALIYI0 U3 (OJBIrU TPEXCIOWHOW JuId XOJOJHOro ()OPMOBAHUS OPHUEHTHPOBAHHBIN
nonuamuy/amoMuaui/mommBuHwIxIopua (OITA/An/TIIBX) u ¢donsru anrOMHUHHUEBOW IE4aTHOU
JIAKUPOBAHHOM.

Ilo 1, 2, 3,5, 6 unmu 9 KOHTYPHBIX SYEUKOBBIX YIAKOBOK BMECTE C MHCTPYKIIMEH MO NMPUMEHEHHUIO
MIOMEIIAIOT B IAYKy KAPTOHHYIO.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH TNPH  YHUYTOKEHUHM  HCHOJIH30BAHHOIO
JIEKAPCTBEHHOI0 MPenapaTa WM 0TX010B, NOJY4YeHHBIX M0cJe IPUMEeHEeHHUs JIeKapCTBEHHOI0
npenapara, u ipyrue MaHuILyJIsIUH C NpenapaToM

Oco06ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas ®@edepayus

000 «M3Bapuno dapmay, Poccus

108817, r. MockBa, paiton BaykoBo, km 5-it (BHykoBckoe mocce), asia. 1, ctp. 1
Tenedon: +7 (495) 232-56-55

dakc: +7 (495) 232-56-54

OnekrponHas nmouta: info@izvarino-pharma.ru
7.1. TlpeactaBuUTeNb Aep:KaTe/isl perHCTPALMOHHOIO Y10CTOBEPEeHHUSI

IIperen3un norpeduTeNne HAIPaBIATh 110 aAPECY:

Poccuiickas ®edepayus

00O «M13Bapuno Papman, Poccns

108817, r. MockBa, paiton BaykoBo, kM 5-it (BaykoBckoe mocce), nsia. 1, ctp. 1
Tenedon: +7 (495) 232-56-55

dakc: +7 (495) 232-56-54

OnektponHas nmouta: info@izvarino-pharma.ru
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8. HOMEP (HOMEPA) PETUCTPAIIMOHHOIO YIOCTOBEPEHMS =0 TE 0002)

9.  KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KATETOPUU OTITYCKA IO PELETITY.

OOmiass ~ XapakTepuCTHKa  JIEKAPCTBEHHOTO  Mpemapara  [lepuHIONpWI  JOCTYIIHA  HA
UHPOPMAIIMOHHOM  TopTaiie  EBpasuiiCKOro 3KOHOMHYECKOTO COI3a B HH(POPMAIMOHHO-
KOMMYHHUKAIIHOHHOU ceTtu «MuTepHeT» https://eec.eaeunion.org
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