COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 17.10.2025 N= 26074

(NMOCNEOOBATENEHOCTE 0021)

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Munypur, 100 mr, TabneTku

Munypur, 300 mr, TabneTku

2. KAUECTBEHHBINA M1 KOJJMYECTBEHHbBII COCTAB

JelicTBytollIee BEIIECTBO: AJIONYPUHOI.

Munypur, 100 mr, TabneTku

Kaxxnas rabnerka cogepxut 1 Mr automypurosia B nepecuere Ha 100% BemiecTso.

Munypurt, 300 mr, TabieTku

Kaxxnas raGnerka cogepkut 3 Mr ajutonypuHosia B nepecuere Ha 100% BemecTso.
BcenomorarenbHble BelecTBa, HAIMYUE KOTOPBIX HA/I0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapata: Munyput, 100 mMr - 1akT0361 MOHOTUIPAT (CM. pa3zaeinsl 4.3, 4.4).

ITonubIit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

Munypur, 100 mr

Kpyruble mockue TabineTku 0esnoro Wi cepoBaTo-0enoro mpera, ¢ (ackoil, ¢ puckoi Ha
oJiHOM U ¢ TpaBupoBkoii E 351 Ha npyroii cropone, 6e3 wiu nmoutu 6e3 3amnaxa.

Munypur, 300 mr

Kpyruble mockue TabineTku Oenoro WM cepoBaTo-0enoro mpera, ¢ (ackoil, ¢ puckoi Ha

ofiHOM M ¢ rpaBupoBkoii E 352 Ha npyro#t ctopone, 6€3 1M o4TH Oe3 3amaxa.

4. KIMHUYECKHUE JAHHBIE
41. Iloxa3aHusi K NPUMEHEHUIO
Bspocibie:

e BCce (OPMBI TUIIEPYPUKEMHUH, KOTOPHIE HEBO3MOKHO KOHTPOJIMPOBATh TUETOM, B TOM
qucie BTOPUYHAS TUIEPYPUKEMHUS PaA3IUYHOTO MPOUCXOXKACHUS, M KIMHUYECKHUE
OCJIO)KHEHUSI THUIEPYPUKEMHH, B YaCTHOCTH, BBIPDAKCHHAs TIIOAarpa, ypaTHas
HeppomaThs, a TaKKe PAaCTBOPEHUE W TIPEAYNPEXKICHHE 00pa30BaHUS KPUCTAIUIOB

MOYEBOM KUCIOTHI (MOYEUHBIX KaMHEHN);
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e JicYCHHE PEUUAMBHPYIOIINX, CMEIIAHHBIX KPHCTAJUIOB  KaJbLUs  OKcalara,
COMPOBOXIAIOLINXCS THIIEPYPHKEMHEH, ecIi YHOTpeOICHHE Pa3IMYHbIX KHUIKOCTEH,
COOJIIO/ICHHNE AUETHI U MOI00HbBIE MEPhI HE UMEIOT Y QeKTa.

JleTu ¥ IOJAPOCTKU:

® BTOPHUYHAS TMIIEPYPUKEMUS PAIMYHOIO IPOUCXOKICHMUS,

e BbI3BAHHAS MOYEBOW KUCIOTON He(poOmaTHs IpH JICYCHNUH JICHKO03a,

e BpOXJIeHHas (hepMEHTHas HEeIO0CTaTOYHOCTh, cMHApoM Jlema-Haiixana (nmonHas wim
YaCTUYHAs HEJOCTAaTOYHOCTb THUIOKCAHTUH-TyaHUH-(pochopudosmnrpancepaspl) u
HEI0CTaTOYHOCTh aJIcHHH-(pochoprudo3unTpanchepassl.

4.2.  PexuM 103MPOBaHUS U CNIOCOO NPUMEHEHH

Pexxum 103UpOoBaHUS

Jis Toro 4YToOBl YMEHBIIUTH PHUCK pPa3BUTUS MOOOYHBIX 3(D(PEKTOB peKoMeHayeTCs
KCIIOJIb30BaTh AJUIONYPUHON B HavaibHOU n03e 100 mr oguH pa3 B AeHb. Ecnu 3T0# 03B
HEIOCTaTOYHO Ui TOTO, YTOOBI JOJDKHBIM 00pa3oM CHHU3HMTH KOHIICHTPALUIO MOYEBOU
KHCIIOTHI B CHIBOPOTKE KPOBH, TO CYTOYHYIO 103y IIperapaTa MOKHO MOCTENEHHO YBEIHNUHBATh.
Cnenyer mposIBIATH OCOOYIHO OCTOPOXXHOCTh TpH HapylmleHHMH (QYHKIUH IOYEK.
PexomeHnoBaHHas 103a Mpemnapara COCTaBIIsCT:

100-200 mr B CyTKH IIPH JISTKOM T€YCHHUH 3a00JICBAHNUS;

300-600 Mr B CyTKH NPU CPEAHETIKETIOM TCUCHUU;

700-900 Mr B CyTKU MpH TAKEIOM TCUECHUH.

Ecnu ipu pacuere 10361 HCXOANUTH U3 MACCHI Tella MAIMEHTa, TO /1032 aJUIONMypPUHOIA JTOJHKHA
coCTaBJIATh OT 2 10 10 MI/KIr/CyTKH.

JeTy ¥ IoApOCTKHU

Pexomenayemas no3a s gereit u noapoctkoB Ao 15 net: 10-20 mr/kr/cyTku. i HU3KHUX 103
ucnosb3ytorcs Tabnerku 100 mr, KOTOpble C MOMOIIBIO PUCKH MOKHO Pa3/eIuTh Ha JBE
onuHakoBble 71036l 10 50 Mr. CyTouHas 103a mpenapara He J10JKHa npeBbimats 400 Mr Ha TpU
npuemMa B JIeHb.

ANONypUHOI PeKO MPUMEHSETCs B NMeJUaTpHUecKol MpakTuke. VICKitoueHne coCTaBIsAoT
3JI0KQYECTBEHHbIE OHKOJIOTMYECKHe 3a0ojieBaHUSI (O0COOEHHO JIEHKO3bl) M HEKOTOpbIE
(epMeHTaTUBHbIE HapylleHUs (Harpumep, cuHapoM Jlema-Haiixana).

Oco0nIe T'PYIIIBI TAITWUCHTOB

Toorcunvle nayuermol
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[TockonbKy CrHenuanbHble AaHHBIE MO0 MPUMEHCHHIO AJUIONyPUHOJIA B MOIMYJISIUH JIFOACH
MOYKUJIOTO BO3pAcTa OTCYTCTBYIOT, JUISl JICUCHHUS TaKMX MAI[MCHTOB CIEAYeT HCIOJIb30BaTh
npemnapar B MHUHHUMAaJIbHOU 03¢, OGGCHG‘-IHB&IOH.[CFI A0CTAaTOYHOC CHHMIKCHUC KOHLCHTPALUU
MOYCBOW KHCJIOTHI B CBHIBOPOTKE KpoBH. Oco00¢ BHHMaHHC HEOOXOAMMO YIEIHUTH
pPEKOMEHIANUAM [0 TOAOOPY 03Bl Mperapara Ul MalUeHTOB C HapyIIEHHOW (QyHKIIUCH
nouek (cM. paszen 4.4).

Tayuenmel ¢ napywenuem yHKyuu novex

[ToCKOIBKY aJIONMyPUHON U €r0 META0OJIUTHI BHIBOASATCS U3 OpraHu3Ma MOYKaMH, HapyIICHHE
(GYHKIMH TOYEK MOXKET IPUBOIUTH K 3aJ€PKKe Iperaparta i €ro MeTaboIMTOB B OPraHU3Me C
MOCICAYIOIUM YAJIMHCHUCM TICPUOJa ITOJYBBIBECACHUA 3TUX COC[[I/IHCHI/Iﬁ U3 I1JIa3MbI KPOBHU.
Crenyromas cxeMa MOXET CIIY)KUTh OPUESHTUPOM TSI KOPPEKIMH J03bI IPU HEJOCTATOYHOCTH

GYHKIIUY MTOYeK:

Knupenc Cyrounas 103a

KpeaTuHMHA

>20 MJI/MHUH Hopmanbshas no3a

10-20 mn/mun 100-200 mr/cyT

<10 mu/mMmuH 100 mr/cyT nnm yijIMHEHUE WHTEPBAIOB JT03UPOBAHMS

[Ipu TsxKeNnoi MovYeyHoN HETOCTATOYHOCTH PEKOMEHIYETCs MPUMEHSTh aJUIOIYPUHOI B 103€
Hmxe 100 Mr B CyTKHM, WU MCIIOJIB30BaTh pa3oBble 103kl 0 100 Mr ¢ mHTEepBasioM Oolee
OJTHOTO JTHSI.

Eciu ycnoBus MO3BOJISIOT KOHTPOJIMPOBATH KOHIICHTPAIMIO OKCUITYPHUHOJIA B TIIa3Me KPOBH,
TO 03y aJUTOIYPHUHOJIA CIIEYET M0100paTh TaKuM 00pa3oM, YTOOBI YPOBEHb OKCUITYPHHOJIA B
1azmMe KpoBu O0b11 Hike 100 Mxmons/n (15,2 mr/m).

AJIIOIYpUHOI U €T0 MPOU3BO/IHBIE YIANSIOTCS U3 OpraHu3Ma MU MOMOIIY remoauanusa. Eciou
CEaHCHl TEeMOJHAN3a TPOBOAATCS 2—3 pa3za B HEAENIO, TO IIEJIeCOO0Pa3HO OMpEAeIUTh
HEOOXOMMOCTh TIepexo/ia Ha albTepHATUBHBIA pexkuM Tepanuu — npuem 300-400 mr
AIJIONYPUHOJIA Cpasy MOCIIe 3aBEPIIEHUS ceaHca reMoIrann3a (MeXIy ceaHCaMu reMoIuann3a
npenapaT He IPUHUMAETCS).

Y TanueHToB ¢ HapyNICHWSIMH (QYHKIMH I0YeK KOMOWHHPOBAHHE aJUIONypPUHOJA C
THA3UJIHBIMH JUYPETHKAMHU CIIEAYeT TPOBOJHUTH C HCKIIOYHTEIHLHOW OCTOPOXKHOCTHIO.
AnonypuHOI cleayeT Ha3HayaTh B CaMbIX HH3KUX A(P(EKTUBHBIX 033X MPH TIIATEIHHOM

MOHUTOPUPOBAHUY (PyHKIUU 1MoueK (cM. pazaen 4.5)
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Iayuenmul ¢ Hapywenuem ynKyuu neveHu

[Tpu HapymieHHON (QYHKIIUH [TEYESHH 103y Mpenapata HeoOXoAuMo cHU3UTh. Ha panHeMm sTare
Tepanuy PEKOMEHAYETCS OCYIIECTBIIATh MOHUTOPHUHT JTAOOPAaTOPHBIX MOKa3arenel (GyHKIHU
MIEYCHH.

Cocmosanus, conpogodxcoarwujuecs ycuieHuem o00meHna cojeil Mo4esoil Kucaomol
(nanpumep, onyxoneswvie 3ao0nesanus, cunopom Jlewa-Haiixana)

Ilepen HawamoMm Tepanuu LUTOTOKCHYECKMMM IIpenaparaMyd PEKOMEHIYETCS BBIIIOJHUTh
KOPPEKIHIO CYIIECTBYIONIEH THIepypuKeMUd M (WIM) TUINEPYPUKO3YPHUH IPH IOMOIIA
alyonypuHoia. boiblioe 3HaueHHE HMMeEeT aJeKBaTHas THApaTalus, CIocoOCTBYIOLIAs
MOJIICP)KaHUIO ONTUMAIBHOTO AUYPE3a, a TAKXKE OIEIaYlMBaHUE MOYH, OJIaroaapsi KOTOpOMy
YBEIIMYUBACTCSA PACTBOPUMOCTh MOYEBOM KMCIIOTHI U €€ coieil. [{03a amonypruHoia qOJKHA
OBITh OJTM3KA K HIDKHEH TpaHHIle PEKOMEHI0BAaHHOTO JUarna3oHa J03.

Ecnu Hapymenue GyHKIIMHN MOYEK 00YCIOBICHO Pa3BUTHEM OCTPOI MOYEKHCIION HedponaTuu
WIK JIPYyrod IOYE€YHOW MATOJOTUH, TO JIEYEHHUE CIeAyeT MIPOAOKAaTh B COOTBETCTBUHU C
PEKOMEHIALUSMU, MTPEICTABICHHBIMH B pa3nene 5.2.

OnucanHble Mepbl MOTYT YMEHBIIUTh PUCK HAKOIUICHHUS KCAHTMHA M MOYEBOW KHUCIOTHI,
OCJIOKHSIIOIET0 TeueHue Oonesnu (cM. paszmen 4.5).

Pexomenoayuu no monumopunzy

Jlnist KOppeKuuu 036l IpenapaTa HeoOXOAUMO C ONTHMAaJbHBIMH WHTEpBAIaMHU OIECHHBATH
KOHLIEHTPALUIO COJIEH MOYEBOH KHCIIOTBHI B CHIBOPOTKE KPOBM, & TAKXKE YPOBEHb MOUYEBOM
KHCJIOTBI M YPaTOB MOYE.

Pexomenoauuu no noo6opy 003vl npU peaKyuax co CHopoHbl KOMCU

B cinydae nosiBineHusl peakiMii cO CTOPOHBI KOXH MPUMEHEHHUE aJJIONypHHOJIa HEOOXOAUMO
HeMmeOnenHo peKkpaTuTh. I1pu Bo3BpalieHnH B HOpMaJIbHOE COCTOSIHUE TTOCIIe peaklnii ciaboi
CTENEHHU TSHKECTU MPUMEHEHHUE aJUIONyPHUHOJIAa MOXKET ObIThb BO30OHOBIEHO B HM3KOW J03€
(Takoi kak 50 Mr/cyt) mocne THIaTE€IbHOro yudera puckoB. [locie 3Toro n03y MOXKHO
MIOCTETIEHHO YBEJIMYUTh IIPU HAOJIIOIEHNH 32 TOSIBIIEHUEM PEAKIIM CO CTOPOHBI KOXKH U MHBIX
BO3MOJKHBIX HEXeNaTeNbHbIX sBieHU. Ecnu cpib mosiBiseTcss BHOBb, NpPHUMEHEHHE
AJUIONYPUHONA CIIEAYeT MPEeKPaTHTh OKOHYATENIbHO, YYUTHIBAs BO3MOXKHOCTH TOSIBJICHHUS
OoJiee TSHKENbIX peakluil THIepuyBCTBUTEIbHOCTH.

Croco0 nmpuMeHeHs

BryTps.

HpenapaT CJICAYCT IPUHUMATL OAWH Pa3 B JICHDb ITOCJIC €AbI, 3alliBasi OOJIBIIIMM KOJIMYECTBOM

BOJbI. On NEPCHOCUTCA XOpOoLIOo, B OCO6CHHOCTI/I, IMOCJIC IIpUcMa IMUIIIH. Ecnu CyTOYHasd J03a

4



ot 17.10.2025 N= 26074

(NMOCNEOOBATENEHOCTE 0021)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

npesbimaer 300 Mr WM UMEIOTCS HEXelarelbHble peakuuu co croponsl KKT, To mo3y
HE00XOIUMO JICTUTh Ha HECKOJIBKO IIPUEMOB.

C IIOMOIIIBIO PUCKH Ta0JCTKH MOKHO pa3acMTh Ha ABC OJJMHAKOBBIC JO3bI.

4.3 IIpoTuBONOKA3aHUSA

- TUIEPUYBCTBUTEIBHOCTh K aJUIONYPUHONY MM JIFOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1;

- OCTPBIN MPHUCTYII MOJATPHI, IETCKUI BO3PACT 110 3-X JIET (C y4eTOM TBEPOH JICKapCTBEHHOM
¢bopmbl);

- OEpEMEHHOCTD U TMIEPHOJ IPYAHOTO BCKapMiinBaHus (cM. paszzaen 4.6.);

- TAIMEHTHl C PEAKUMHU HACJIEICTBEHHBIMH 3a00JCBAaHUSMHU, TAKUMU KaK HETEPEHOCHMOCTb
JIAKTO3bI, 1e(PUILIUT TAKTa3bl U CHHIPOM IIIIOK030-TAIaKTO3HON MaibabcopOIuu (CM. pa3zen

4.4).

4.4 Oco0ble yka3aHusi 4 Mepbl MPEI0CTOPOKHOCTH NMPHU NPUMeHEeHUH

C 0CTOPOKHOCTBIO

Hapymiennst GyHKIMY [MEYSHH, TUTIOTUPEO3, CaXapHBIA TuadeT, apTepualibHas TUIICPTEH3NS,
TIePBUYHBII reMOXpoMaro3, OJTHOBPEMEHHBIT npueM WHTHOUTOPOB
aHruoTeH3uHNpeBparaomero gepmenta (AIID) wnu quypeTHKoB, AeTCKUN Bo3pacT (1o 15
JIET Ha3HAYarOT TOJIBKO BO BPEMSI IIUTOCTATUYECKOU Tepanuu JIEHKO30B U Ap. 3TI0KaYECTBEHHBIX
3a00JIeBaHUM, a TaK)K€ CHUMIITOMATHYECKOIO JIeYeHHs] (PEpMEHTHBIX HapyLICHHI), TOXKUION
BO3pacT, HapylIeHWe (QYHKIMH TMOYeK (HapymeHue (YHKIMHA TIOYEK MOXKET MPHUBOJUTH K
3aJIepKKe MpernapaTa u ero MeTaboIUTOB B OpraHu3Me C MOCIEAYIOMUM YUTHHEHHEM TIepruo/ia
MOJTYBBIBEICHUSI ITUX COSAMHEHUN U3 MJIa3Mbl KPOBH).

Cunopom nexkapcmeennou eunepuyscmeumenvnocmu, CC/H u TOH (cunopom Cmueenca—
IDiconcona u moxcuyeckutl SNUOEPMAanbHblll HEKPOaU3)

Manudecranus peakiii TUMepIyBCTBUTEIHHOCTH K AUIOMYPHHOIY MOXET OBITh caMoit
pa3IMYHOM, BKIIOYAas  MAaKyJoOMamyJe3Hyl JK3aHTeMy, CHHAPOM  JIEKapCTBEHHOMU
runepuyBcTBuTeNbHOCTH [DRESS] u CCH/TOH. Dt peakuwul SIBISIOTCS KIWMHUYECKHM
JIMAarHO30M U UX KIIMHIUYECKUE TIPOSIBIICHUS CITY>KaT OCHOBOM IS IPHHSTHUS COOTBETCTBYFOIIINX
pemenuii. Tepanuto mpenaparoM MuUmypuT cieayeT HeMeUIGHHO MPEKPATUTh MTPH MOSIBICHUN
KOXXHOW CBIMMK WIIM JPYTUX TPOSBICHUN pEaKIUu TUNEPUYyBCTBUTENHLHOCTH. Henb3s

BO300OHOBJISITH TEPANUIO Y MAIIMEHTOB ¢ CUHJIPOMOM rumnepuyBcTBuTenbHoctd 1 CCJ/TOH.
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['MIOKOKOPTUKOCTEPOUIBI  MOTYT MPUMEHATHCA JUIS JIEYEHHUS KOXKHBIX pEaKIHUi Mpu
THIIEPYyBCTBUTEIBHOCTH (CM. pasnen 4.8).

Annens HLA-B*5801

breino ycranoneno, uro npucyrcrue awiean HLA-B*5801 cBsizano ¢ pa3BuUTHEM CHHIpOMA
TUIIEPYyBCTBUTENbHOCTH K ayutonypunony u CCJI/TOH. Yactora npucyrcrBus aymenn HLA -
B*5801 pasnuyna B pa3HBIX 3THHUECKUX TPyINHax U MoxeT AocTurath 20% B MOMyJsiud
KHTalilleB HapoHOCTH XaHb, 8—15% y Taiines, okono 12% y xopeiites u 1-2% y smoH1es u
€BpOIICHUIICB.

Crnenyer paccMOTPETh 1LIEIECO00Pa3HOCTh MPOBeACHHU cKpuHHMHTA 1o ayutenu HLA-B*5801
Iepesl Ha4yajaoM JICUEHUs aJUIONYpPUHOJIOM Yy HOJAIPYII MAllMEHTOB C M3BECTHBIM BBICOKHM
pacnpoctpanenuem amienun HLA-B*5801. Xponudeckwe 3a0oieBaHHs IMOYEK MOTYT
JOTIONIHUTEIBHO TOBBICUTH J3TOT PUCK Yy TaKuUX MaUEeHTOB. Eciam BO3MOXHOCTH
TCHOTUIIUPOBAHUSL y TMAIlMEHTOB KHUTAMlleB HApOAHOCTH XaHb, TallleB WKW KOpeileB
OTCYTCTBYET, TO QJIJIOILYPUHOJI CJIEyET Ha3HAuaTh TOJIbKO, €CIIH I10JIb3a JICYEHUSI TPEBOCXOUT
BO3MOXHBIM MOBBIIEHHBIA PUCK. [I[puMeHEeHHEe Tr€eHOTUNIMPOBAHUA JJIsl IPUHATHUS PEIICHUN O
Tepanuu ajuIoNypUHOJIOM B JPYTHX TPYMIAX MAlMEHTOB HE UCCIIEI0BANIOCH.

Ecnu u3BectHO, uTO manueHT siBisercs HocuteneM amnenu HLA-B*5801 (B ocobennocTH y
KUTANIeB HApOJHOCTH XaHb, TaMIeB, KOpPEWIIeB) HE CleAyeT HayuHaTh TEpaIuio
QJIJIONYPUHOJIOM, 3a HCKJIOYEHHEM CIIyyaeB, KOrJa OTCYTCTBYIOT JIpYyTM€ BO3MOXKHbIE
aJICKBATHBIC BAPUAHTHI JICUEHUSI.

Crnenyer o4yeHb BHUMATEIBHO CIECOUTH 332 Pa3BUTHEM CHHIPOMA TMIIEPUYBCTBUTEIBHOCTH U
CCI/TOH u nanuueHTsl JOIKHBI OBITH MPOUH(OPMUPOBAHBI O HEOOXOIUMOCTH HEMEJIEHHON
OTMEHBI JICYEHHUS [P EPBOM IOSBICHUH TAKUX CUMIITOMOB.

CCI/TOH moxeT pa3BUTbCA M MallMEHTOB, Y KOTOpbIX oTcyTcTBYyeT amiens HLA-B*5801,
HE3aBHCHMO OT UX 3THUYECKOTO IIPOUCXOXKICHUS.

XpoHuueckasn noueunas HeooCmamo4HoCms

[TarueHTHl ¢ XPOHUYECKOM OYEYHON HEA0CTaTOYHOCThIO IIPU OJJHOBPEMEHHOM IMPHUMEHEHUHU
MOYETOHHBIX CPEJICTB, B OCOOCHHOCTH THA3UJIHBIX JAUYPETHKOB, MOTYT HOJBEprarbcs
MOBBIIIEHHOMY PHCKY Pa3BUTHUS peakIMil rMrepuyBCcTBUTENbHOCTH, B ToM uucie CCI/TOH,
CBSI3aHHBIX C aJUIONMypuHOJIOM. Tpebyercss oco0asi HACTOPOKEHHOCTh OTHOCHUTEIIBHO
MPU3HAKOB cuHApoMa rurnepuyBcTBuTenbHOCTH Wik CCII/TOH, u nmanueHTsl AOIKHBI ObITh
MH(OPMHUPOBAHBI 0 HEOOXOIMMOCTH HEMEAJIEHHOTO M OKOHYATEJIBHOTO MPEKPAILIEHUS JIeUEeHUS
AJIJIOIYPUHOJIOM IIPU [IEPBOM IOSIBJIEHUHA CUMITOMOB (CM. pa3zen 4.8).

Hapywenus ¢pynkyuu nevenu unu novex
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VY nmanueHToB ¢ HapyIIEHUSAMU (QYHKIMU TEYEHU WIH MOYEK CIeTyeT MPUMEHSITh CHUKCHHbIE
036l ajutonmypuHosia (cMm. paszzaen 4.2). Y NauuMeHToB, MOJyYaroluX JICYCHHE M0 MOBOAY
apTepUaIbHOM TUIIEPTOHUM WM CEpAEYHONW HEIOCTaTOUYHOCTH, HAlpUMEpP, C IOMOIIbIO
MOYETOHHBIX CpeACTB WiIH HHTUOMTOpOB AIID, MoxkeT oTMedarbcsi HEKOTOPOE CHMKEHUE
GbyHKIUY MoYeK. Y TaKuX MalMeHTOB aJJIONYPUHOI CIelyeT MIPUMEHSITH C OCTOPOKHOCTHIO.
beccumnmomnasn cunepypuxemus

A0y pHHOJI ITOKa3aH He BO BCEX CIyYasiX TUIEPYPUKEMHH, TPOTEKAIOIIEeH 0e3 KITMHUYECKUX
nposiBiieHUH. B Takux ciydasx yjaydlleHHe COCTOSHUS MAIllMeHTOB MOET ObITh JTOCTUTHYTO
Osarojjaps U3BMEHEHUSIM B IMETE U MOTPEOICHUIO )KUIKOCTH Hapsiy C yCTpaHEHHEM OCHOBHOM
MIPUYUHBI TUTICPYPUKCMHUH.

Ocmpwiii npucmyn nooazpul

He cnenyer HaumHaTh NpUMEHEHHE AJIONMYyPHHONA [0 TOJHOTO KYNHUPOBAHUS OCTPOTO
MPHUCTYIA MOAArPhI, MTOCKOJIBKY STUM MOKHO CIIPOBOLIMPOBATH JOMOJHUTENHEHOE 000CTpEHUE
3a00JIeBaHMUS.

AHaJOrMYHO Tepanuu YpPUKO3YpUUECKMMM CpEICTBaMHU, HAyalo JIEYEHHUS IpenapaTrom
Munyput TakKe MOXKET CIPOBOIUPOBATH OCTPBIM MPUCTYN Hojarpel. s TOro 4toObI
n30exaTb 3TOrO OCIOKHEHHUS, PEKOMEHAYETCS MPOBOAUTH MPOPHUIAKTUYECKYIO TEparuio
HECTEPOUJIHBIMU NpoTHBOBOCHANUTENbHBIMU mpenapaTamu (HIIBII) wnam xonxuuuHoMm B
TE€YEeHHEe, 110 MEHbUIEH Mepe, OJHOro Mecsla [0 Ha3HaueHus amionypuHoja. IloxpoOHbie
CBEACHHUS O PEKOMEHJIOBAaHHBIX J103aX, IPEJOCTEPEKEHUAX M Mepax MPeJOCTOPOKHOCTH
MO>KHO HaliTH B COOTBETCTBYIOIIEH JTUTEPATYPE.

Ecnu octpelif npucTyn nojarpsl pa3BuBaeTcs Ha (hOHE Tepanuu aJUIONyPUHOJIOM, TO MPUEM
npenapaTa cjienyeT MpOJOLKUTh B TOM K€ J03€, a JJIs JICYEHHs MPHUCTyNa HEOOXOIUMO
Ha3zHauuTh noaxoxsammi HIIBII.

Azamuonpun unu 6-mepKkanmonypuH

AnNIIonypUHOJ HE cleAyeT Ha3HavyaTh MalueHTaM, MOoIy4arolluM JeueHUe a3aTHONPUHOM UITN
6-MepKanToImypruHOM, €CITU 7033 dTHX MpPernapaToB HEe CHUWXEHa 10 25% OT mepBOHAYaIHHO
Ha3HaYeHHOU A03bI (cM. pazaen 4.5).

Crnenyer n30eraTh OJHOBPEMEHHOTO IPUMEHECHHUS aJUIONYPUHOJA ¢ 6-MEPKANTONYPHUHOM HIIN

A3aTHOIIPHUHOM, TOCKOJBKY ObLIH OJIYYCHBI COO6H.[€HI/I}I O ciiydadax C JICTaJIbHbIM HCXOJ0M (CM.

pazzgen 4.5).

ﬂenOHupoeaHue KCAHMuHa

B ClIyvasx, Korja O6p3.30BaHI/Ie MOYEBON KHCIOTHl 3HAYMTEIILHO YCHUIJICHO (HaanMep,

3JIOKQUCCTBCHHAA OIIYXO0JICBAs IMATOJIOTHA U COOTBCTCTBYIOIIAA IIPOTUBOOITYXOJICBAA TCPAIlns,
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cunapoM Jlemra-Haitxana), abCcomoTHass KOHIIEHTPAIMS KCAHTHHA B MOYE B PEIKUX CITydasix
MOJKET CYIIECTBEHHO YBEIHUYUTHCS, YTO CHOCOOCTBYET JCMTOHUPOBAHUIO KCAaHTHHA B TKaHX
MOYEBBIX MyTed. BeposTHOCTh NEMOHMpPOBaHMS KCAaHTHHA B TKAHSIX MOXKHO CBECTH K
MUHUMYMY Ojaroaapsi aJeKBaTHOM THApaTalluMd, KOTOpas OOEeCHeuyrMBaeT ONTHMAaIbHOE
pa3BeieHUE MOYH.

Brusnue na xonkpemenmoi uz Mouegou Kuciomaol

AJleKBaTHas Tepamnus ajuIOIyPUHOJIOM MOXET MPUBOAWUTH K PACTBOPECHUIO HAXOISIIMXCS B
MOYEYHBIX JIOXaHKAaX KpPYMHBIX KOHKPEMEHTOB M3 MOYEBOM KHCIOTHI, C OTJAJICHHOMN
BEPOATHOCTHIO UX MOMAIaHUsI B MOUYETOYHUKH.

[Ipu neyeHMHM NOJArpUYECKOr0 MOPAKEHHs MOYEK M YPATHBIX KaMHEW CYTOUYHBIH 00beM
BBIIETIIEMON MOYM JOJDKEH COCTaBIJIATh HE MEHEe 2 JUTPOB, U 3HayeHue pH moun nomkHO
HaXOIUThLCA B nuanasoHe 6,4-6,8.

I 'emoxpomamos

OcHOBHOM AP EKT aJuTOMypHUHOIIa IPH JICUSHUH MOJIArPBl COCTOUT B MTOJIABICHUN aKTHBHOCTH
dbepMeHTa KCaHTMHOKCHJa3bl. KCaHTHHOKCHIa3a MOXKET YydYacTBOBAaTh B YMEHBIICHHU
COJiep’)KaHUsi M BBIBEACHMM JKelle3a, JICTIOHHpyeMoro B meueHH. McciemoBaHus,
JEMOHCTPUPYIOIIHE O€30MacHOCTh TEpanuy aUIONYyPHUHOJIOM B TMOMYJSIIUH  OOJBHBIX
reMOXpoMaTo30M, OTCYTCTBYIOT. [lanmeHTamM ¢ reMoxpomaro3oMm, a TaKKe HX KPOBHBIM
POJICTBEHHUKAM aJUIOIYPUHOJ cleAyeT Ha3HauaTh C OCTOPOKHOCTHIO.

Hapywenus ¢ynxyuu wumosuomoii scenesvl

[ToBeimennsie 3HaueHus TTT (TupeoTpomHoro ropmona) (>5,5 MxME/mi) Habmomanucey y
MAlMEHTOB, MOJIYyYaBIIUX AJJIONMYPUHOJI B TE€UYEHUE JUIMTEIbHOro BpeMeHu (5,8%) B pamkax
MPOJOJIKUTENBHOTO OTKPBITOIO JOMOJHUTENBHOIO KIMHUYECKOro uccienoBaHus. Cremyer
co0JIF0IaTh OCTOPOYKHOCTh MPHU MPUMEHEHUHU AUIONypPUHOJA y MAllMEHTOB C HapyIIECHUSIMU
(GYHKIIUY IATOBUIHOM JKEJIe3bl.

Jlakmo3za

Kaxnas Tabnetka npenapata Muinyput 100 mr conepxkut 50 mr nakTto3sl. CieaoBarenbHO,
npemapaT Mwinyputr B go3upoBke 100 Mr He [ODKHBI TNPUHUMATh MAIMEHTHl C
HEMEePEeHOCUMOCTBIO JIAKTO3bl, JE(QUIIMTOM JAKTa3bl U CHHAPOMOM TJIIOKO30-TaJaKTO3HOM
ManbabcopOruu (cMm. pazaen 4.3, 6.1).

Cooeporcanue nampusi

[Ipenapat cogepxut Mmenee 1 Mmmotb (23 Mr) HaTpus B KaK10i TableTKe, TO €CTh, TIO CYTH, HE

COJIEPKUT HATPUM.
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4.5 BzaumoaeiicTBue ¢ JAPYIMMH JIeKaAPDCTBEHHbIMH IpenaparaMM M Jpyrue BH/IbI
B3aUMO/JCHCTBUS
6-mepkanmonypun u azamuonpun
A3zaTHONIpUH MeETa0OoIM3UpyeTCs B 6-MEpKANTONypUH, KOTOPBIH HHAKTUBUPYETCS IO
NeiicTBUEM KCaHTHHOKcuAasbl. Kornma 6-MepkanTonypuH WIM a3aTHONPHUH IMPUMEHSIOTCS
OJTHOBPEMEHHO C aJUIONMYPHUHOJIOM, KOTOPBIM SIBJISETCS MHTHOMTOPOM KCAHTUHOKCHIA3BI,
MHIMOMPOBAHNE KCAHTUHOKCHIA3bl ITPOJIEBAECT X AKTUBHOCTb.
IIpy Ha3HayeHHMHM a3aTHONpPHUHA U O-MEpKaNTOIypHHA OJHOBPEMEHHO C aJUIOIYPHHOJIOM,
KOHIICHTPALMU 6-MEpKanToONmypuHa M a3aTHONPUHA B CHIBOPOTKE KPOBH MOTYT IOCTHIaTh
TOKCHUYECKUX YPOBHEH C MOCIEAYIOIIMM Pa3BUTHEM yIPOKAKOLIEH KM3HU ITAaHIUTOIICHUEH U
muenocynpeccueil. Creayer m3zberaTtb OJHOBPEMEHHOIO NMPUMEHEHMs aJUIONYypHHONIA C 6-
MEpKAaINTOIypUHOM WM a3aTuoNpuHOM. Eciu ycraHoBileHa KIMHHMYECKass HEO0O0XOAMMOCTh
COBMECTHOI'O IPUMEHEHHUS] € O-MEpKanTONypUHOM WM a3aTUONPUHOM, JI03y CJEAYET
YMEHBIINTh HAa OAHY 4eTBepTh (25%) OT cTaHmapTHOW M03bI 6-MEpKanTOIypHUHA WU
azaTHMONpUHA. A TakXke Heo0XO0AMMO 00eCHeunTh YacThlil reMaToIOrM4eCKMid MOHHUTOPHHT
(cm. paznen 4.4).
[TanenTam ciiegyeT pEeKOMEHIIOBAaTh COOOIIATh O JIIOOBIX NpPU3HAKAX WIM CHMITOMAax
YIHETEHUSI KOCTHOTO MO3ra (HEOOBSCHHUMBIE CHHSKUA WM KpPOBOTEUYEHMs, O0Jb B ropuie,
nuxopanka). (cMm. paznen 4.5).
Buoapabun (adenuna apaburosuo)
B npucyrcTBUM anjonmypuHONa MEpHoJ MOIYBbIBEACHUs BUaapabuHa ysennuuBaetcs. [Ipu
OJTHOBPEMEHHOM TPUMEHEHUW JTHX MpernaparoB HEOOXOAMMO CcOOI0aaTh 0co0yIo
HACTOPO’KEHHOCTh B OTHOIIEHUH YCHIJIEHHBIX TOKCHYECKHX 3(PPEKTOB Tepanuu.
Canuyunamol u ypuxozypuieckue cpeocmed
OCHOBHBIM aKTHBHBIM METa0OJIMTOM aJUIOMYPUHOJA SBJISETCSI OKCHITYpPHHOJ], KOTOPBIN
BBIBOJIUTCSI TOYKAMHU aHAJIOTHYHO COJISIM MOYEBOM KUCIOTHI. Clie10BaTeNbHO, IEKAPCTBEHHbIE
Ipernaparsl ¢ ypUKO3ypHUECKOM aKTUBHOCTBIO, TAKUE KAaK MPOOEHEIU WU BBICOKHE JI03bI
CaJINLIUJIATOB, MOTYT YCHJIMBaTh BBIBEJEHHE OKCHUIIypHHOJA. B cBOIO ouepenb, yCUIIEHHOE
BBIBEICHHE OKCHUITypHHOJA COINPOBOXKAAETCS YMEHBIIEHUEM TEPANEBTUUYECKON aKTHBHOCTH
AIJIONYPHUHOJA, OJTHAKO, 3HAUMMOCTb ATOr0 BHJA B3aHUMOJECHCTBUS HEOOXOAWMO OLEHUBATh
MHIUBUAYAIBHO B KaX/I0M Cllydae.

Xnopnponamuo
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Ipy omHOBpPEMEHHOM MPHMEHEHHH AaJUIOYPHUHOJA W XJIOPIPONaMHUAa, y TAIHUeHTOB C
HapyIIeHHON (YHKIMEH MOYEeK yBEITUYMBACTCS PUCK PAa3BUTHUSA JUIUTEIBHOW THUIIOTIUKEMHH,
MOCKOJIbKY Ha 3Tare KaHaJIbIIEeBON AKCKPELUNHU aJIOMyPHUHOI U XJIOPIPONAMHI KOHKYPUPYIOT
MEXIy COOOM.

AnumukoacyisHmul nPOU3800HbIE KYMAPUHA

[Ipy OTHOBPEMEHHOM MPUMEHEHHH C AJUIOMYPHHOJIOM HAOIOAANoch ycuieHue 3(PQPeKToB
BappapruHa ¥ JAPYrUX AaHTUKOAryJsSHTOB TIPOU3BOAHBIX KyMapuHa. B cBs3u ¢ a3TuMm,
HEOOXOJMMO  THIATENBHO  KOHTPOJIMPOBaTh  COCTOSHME  MAI[MCHTOB,  IMOJYYaroIlnuX
COITyTCTBYIOIIYIO TEPAITUIO 3TUMHU IMperapaTaMu.

Denumoun

ANomypuHOI criocoOeH MOAaBIATh OKUCIICHHE (PEHUTOMHA B MEYCHU, OAHAKO KIMHUYECKast
3HaYMMOCTb 3TOTO B3aUMOJICHCTBUS HE YCTAHOBJICHA.

Teogunnun

W3BecTHO, YTO aJUTOIYPHHOJI YTHETaeT MeTa0oan3M TeodusuinHa. [logqo6HOe B3anMoaelicTBIEe
MOKHO OOBSICHUTH yU4aCTHEM KCAHTHHOKCHA3bI B Iporecce Onorpanchopmanmu TeohuininHa
B opranu3Mme 4eioBeka. KOHIIGHTpanuio TeOQHUIMHA B CBIBOPOTKE KPOBH HEOOXOIUMO
KOHTPOJIMPOBATh B HayaJie COMYTCTBYIOIICH TEpaluu aJUIONYPUHOIOM, a TakkKe MpH
YBEIMYCHUH J103bI IOCIIETHETO.

Amnuyunnun u amMoKCUYULIUH

VY narueHToB, OHOBPEMEHHO MOJTyYaBUIMX aMIUIMIUINH WK AMOKCUIIMIUIMH U IOy PUHOI,
PErucCTpUpOBaANIaCh MOBBIIIEHHAS YACTOTA Pa3BUTHS PEAKLIUI CO CTOPOHBI KOXKH, 10 CPAaBHEHUIO
C MaIMeHTaMu, KOTOPbIE He TIOTyYaIn MoJ00HYI0 COMMyTCTBYIONIYO Tepanuio. [IpuanHa sToro
BUJa JICKAPCTBEHHOTO B3aMMOJCWCTBUS HE YCTaHOBJIEHAa. TeM He MeHee, NalHeHTaM,
MOJyYaloIUM aJUIOIYPHUHOJ, BMECTO AaMMULMIJIMHA ¥ aMOKCHLWIJIMHA PEKOMEHIyeTcs
Ha3HayaTh JIpyrue aHTHOaKTepHalbHbIe penapaThl.

Lumomokcuueckue nekapcmeaennvie cpedcmea (Yukiogochamuo, 0oKkcopyouyuH, 61eoMuyuH,
npoKapoOAa3UuH, MEXIOPIMAMUH)

IIpy OIHOBpEMEHHOM MPHUMEHEHUM aUIONyPUHOJA C IUTOCTATUYECKMMHU NpenapaTamu
(rakuMu  Kak 1uKIopochamMui, JTOKCOPYOMLIMH, OJEOMMIIMH, MpOKapOa3uH, aJKWiI
raJIOTeHU/Ibl) JAUCKpPA3UM KPOBU DPa3BUBAIOTCA OoJiee 4YacTo, 4eM MNpU MPUMEHEHHHM 3THX
JIEKApCTBEHHBIX CPEZCTB MO OTIIEIBHOCTH.

Cremyer peryisipHO IPOBOTUTH MOJICUET KOJTUIECTBA KPOBSIHBIX KIIETOK.

Luxnocnopun
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CornacHO HEKOTOPBIM COOOIIEHUSM, KOHIIEHTpAIUs [IUKIOCIIOpYHA B IJIa3Me KPOBH MOXKET
yBEIUYMBATHCS Ha (pOHE COMyTCTBYIOIIEH Tepanuu amionypuHoioM. [Ipu ogHOBpeMeHHOM
MPUMEHEHHUH STHX MIPENapaToB HEOOXOIMMO YUUTHIBATh BO3MOKHOCTD YCHIICHHSI TOKCHYHOCTH
LUKIIOCTIOPHHA.

Anmomunusn 2uopokcuo

[Ipy oxHOBpEeMEHHOM NPHUMEHEHHH AJUIONyPUHOJA C ATIOMUHHS THUAPOKCHIOM 3(ddext
AJUIOMYPUHOJIA MOKET CHU3UTHCS. MexX 1y mprueMoM 000HX MpernapaToB HEOOXOIMMO CAeTaTh
nepeperIB, 10 KpaitHel Mepe, B 3 yaca.

Juoanosun

VY 310pOBBIX J1OOPOBOJIBIIEB U TMALMEHTOB, MH(PHUIMPOBAHHBIX BUPYCOM HMMYHOAE(DUIUTA
YEJIOBEKA, MOTYYaIOIUX TUIaHO3MH, Ha (OHE COMYTCTBYIONICH Tepanuu ayuionypuHoom (300
MI' B CyTKH) HaOmojanoch yBenuueHHe Cmax (MakcHUMajbHas KOHLEHTpalMs Ipernapara B
mwiazme kpoBu) U AUC (mmomans mMoA KpUBOW KOHIIEHTpALMsI-BpeMs) TUAaHO3MHA
NpUOIM3UTENBHO B Ba pa3a. [leprosa momyBeIBEICHHUS UJAHO3WHA TIPU STOM HE W3MEHSUICS.
Kak mnpaBmino, OIHOBpEMEHHOE TIPUMEHEHHWE JTHX JICKapCTBEHHBIX IIpENapaTtoB He
pexomenayetcs. Ecnm comyTcTByromas Tepamus HeW30ekHa, MOXET MOTpedoBaTbes
CHIDKEHHUE J03bl AUJIaHO3UHA U THIATENbHOE HAOJI0/IEHUE 33 COCTOSIHIEM IMallieHTa.
Uneubumopwor AIID

OnnoBpemennoe npumenenne HMAIID ¢ amiomypuHOIOM COMPOBOXKIACTCS TMOBBIIICHHBIM
PUCKOM DPa3BUTHS JEHKONEHUHU, TAKUM 00pa3oM, 3TU MpenapaTsl clieyeT KOMOMHHUPOBATh C
OCTOPO>KHOCTBIO.

CooOmaioch 0 TOBBIIIEHHOM pHUCKE THMIIEPUYBCTBUTEIBHOCTH, KOTJA aAJUIOMYPHHOI
npumensiics ¢ uHruouTopamu AII®, ocobeHHO Npu MOYEUHON HETOCTATOUHOCTH.

IIpy cCOBMECTHOM NPHUMEHEHUH AJJIONMypPUHOJA C KalTONPHIOM MOKET MOBBICHUTHCS PUCK
Pa3BUTHS PEaKUUil CO CTOPOHBI KOXH, OCOOCHHO y MAaIMEHTOB C XPOHMYECKOW IMOYEHHOM
HEJ0CTAaTOYHOCTHIO.

Jluypemuxu

Coobmanoch 0 B3aMMOJIEHCTBUM MEXIY aJUIOIYPHHOJIOM U (YypPOCEMHJIOM, IPUBOJIUBIIEM K
MOBBIIIEHUIO YPOBHS YPaTOB B CHIBOPOTKE M KOHIIEHTPAIIMK OKCUITYpUHOJIA B TUIa3Me KPOBHU.
OnHOBpeMEHHOE NPUMEHEHHE THA3UAHBIX JUYPETUKOB, B TOM YHUCIE W THIPOXJIOPOTHA3UI,
MOJKET TIOBBICHTBH PUCK Pa3BUTHS TOOOYHBIX 2P PEKTOB TUIIEPIYBCTBUTEIHHOCTH, CBSI3aHHBIX C

QJJIONYPUHOJIOM, OCOOEHHO Yy NAIlMEHTOB C HAPYIIEHUSIMHU QYHKIIUH TTOYEK.

4.6 ®epTHIBLHOCTH, 0ePeMEHHOCTb M JIAKTALMA
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bepemeHHOCTh

B mHacrosimee BpeMs IaHHBIX MO O€30MACHOCTH TEpaluH aJUIOMyPUHOJIIOM B MEPHOJ
OepeMEHHOCTH HEAOCTATOYHO, XOTS ATOT MpEerapar MUPOKO MPUMEHSIICS B TCUCHUE JOITUX
ner Oe3 SBHBIX HEONAroNpHUATHBIX IOCIEICTBUNA. bepeMeHHbIM >KEHIIUHAM HE CIeAyeT
MIPUHUMATh Ipenapat MUIypuT, 3a HCKIOYEHUEM TEX CIy4aeB, KOTJla HE CYIIECTBYET MEHEE
OITACHOTO AJTbTEPHATUBHOTO JICUCHUs U 3a00JIeBaHNE COCTABIISICT OOJBIIHIA PUCK ISt MATEPU U
102, YEM IIPUEM IIpEerapara.

Jlaktanus

AJIIONYpPUHON M €ro METaOOJIUT OKCUITYPUHOJ BBIIEISIOTCS B TPYJIHOE MOJIOKO 4YeJIOBEKa.
[Ipenmapar Munyput HE PEKOMEHIYETCA B MEPUOJ I'PYIHOTO BCKAPMJIMBAHUA. Y >KEHUIUH,
MPUHUMAOIINAX aJIonypuHo B 1o3e 300 MI/CyTKM, KOHIIGHTpAlHs aUIONypUHONA U
OKCHUITypUHOJIa B TPYJIHOM MOJIOKE JOCTUTajia, COOTBETCTBEHHO, 1,4 mr/a u 53,7 mr/n. Tem He
MeHee, CBEICHHS O BIIUSHUU aJUIOMYPUHOJIA U €M0 METa0OTUTOB Ha MIIAJICHIIEB, TPEOBIBAIOIIINX

Ha rpyAHOM BCKapMJIMBAHUH, OTCYTCTBYIOT.

4.7 BausiHue Ha CNOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CpeICTBAMHU U PadoTaTh €
MeXaHU3MaMH
Ha ¢one Tepanuu amiomypruHOIOM HAOIIOIATIOCH PA3BUTHE TAKUX HEXKEIIATSIIBHBIX PEaKIIHid,
KaK COHJIMBOCTb, TOJIOBOKPY>KEHHE (BEPTUTO0) U aTaKCHsl. DTU HEXKeJIaTeIbHbIC SIBJICHUS MOTYT
MOBIUATh Ha CHOCOOHOCTH YIIPABJICHUS TPAHCIOPTHBIMH CpEACTBAaMH U paboOThl C
MexaHu3mamu. [lanmeHTsl, TpUHHMAarONIME mpenapat Munyputr TabNeTKH, HE JOJKHBI
YIPaBJIATh TPAHCIOPTHBIMH CPEACTBAMU M MEXaHH3MaMH JI0 TE€X TMOp, IMOKa OHU HEe OyayT
yBEpEHbl B TOM, YTO aJUIOMYPUHOJI HE OKa3bIBAaeT HEOJIArOonpusTHOTO BIUSHHUS Ha

COOTBCTCTBYIOIIHE CITOCOOHOCTH.

4.8 HexeslaTeJibHbIE peaKIMu

Jlyig ajmionypuHoJia OTCYTCTBYET COBPEMEHHAsl KIMHMYECKas JTOKYMEHTallls, Ha OCHOBAHUU
KOTOPOI BO3MOHO ONPEAEIUTD YaCTOTY HEKEIATEIbHBIX peaknid. YacToTa HeKenaTeIbHbIX
peakuuii MO>KET BapbUPOBATh B 3aBUCUMOCTHU OT JI03bI M OT TOTO, IPUMEHSJICS JIM Ipenapar B
KayecTBE MOHOTEpAIUHU WJIM B KOMOMHAILIUY C APYTUMH MIperapaTaMH.

Knaccudukanus 4actoTsl pa3BUTHS MOOOYHBIX 3()(PEKTOB OCHOBaHA Ha MPHUOIM3UTEIBHOMN
OLIEHKe, /AJisi OOJIbIIMHCTBA MOOOYHBIX 3(PPEKTOB OTCYTCTBYIOT JAHHBIE IJI OIpEAeTICHUS

YaCTOThI UX pa3BUTHA.
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Jlnst kmaccuduKay HeXeIaTeNbHBIX PEAaKIIUi UCIOJIB3YeTCs CISAYIOIINI COTJIaCOBAaHHBIN
noaxo: o4eHb yacteie (>1/10), gacteie (ot >1/100 mo <1/10), mewactsie (ot >1/1000 mo
<1/100), penkue (ot >1/10 000 mo < 1/1000), ouens penkue (<1/10 000), yacroTa HeM3BECTHA

(HeBOSMO)KHO OIPECACIINTb UCXOAS U3 NJOCTYIIHBIX I[aHHBIX).

[ToGounble NEHCTBUS aJUIONYpPUHOJA, BBISIBICHHBIE B IMOCTPETHCTPAIIMOHHOM MEPHOJE,
BCTPEUAIOTCS PEIIKO WIIM OYCHb PeKo. B 001l momy sy naiueHToB MoOOYHbIE IeHCTBUS,
CBSA3aHHBIC C MPUEMOM AJJIOMYPUHOJIA, B OOJIBIIMHCTBE CIy4aeB HOCIT JIETKUW XapakTep.

YacroTa BblII€ IPU HAPYLIEHUAX (PYHKIIUU MOYEK U (HIIK) MEUEHH.

PesroMme HexenaTenbHbIX PEAKIIUNI

Hngpexyuu u uneaszuu:

Quenw peodkue:
bypyHKyIes.

Hapywenusn co cmopoHnst Kpogu u 1umpamuueckoi cucmemol:
Quenb peodkue:
arpaHyJIOIMTO3, alIaCTUYECKash aHEeMUs, TPOMOOIMTOIICHHSI, TPAHYIIOIUTO3, JICHKOIICHUS,

HeﬁKOHHTO3, 303HHO(1)I/IJ'II/IH " aruiasus, Kacaromasacsa TOJIbKO SpUTPOIUTOB.

OueHb pesIko NoCTyNaau COOOIIEHUS O TPOMOOLIMTONIEHUH, arpaHyJIOLUTO3€ U aINIACTHYECKON
aHEeMHHU, B OCOOCHHOCTH Yy JHII C HAPYUICHUSAMH (QYHKIUU TOYEK HW/WIA TIEUYEHH, YTO

MOTYEPKUBAET HEOOXOIUMOCTb MPOSIBICHUS 0COO0H OCTOPOKHOCTH Y ITUX TPYIII MAIUEHTOB.

Hapywienusa co cmoponst UMMYHHOU cucmembl:

Heuacmuie:

pEaKIMy THIIEPYyBCTBUTELHOCTH;

TSDKEIIbIE PEaKIUU TUIMEPUYBCTBUTEIBHOCTH, BKIIOYAs KOXHBIE PEAKIUH C OTCIOHKOM
SMHJIEPMUCA, JTUXOPaIKoH, nuMdpaaeHonatuei, aprpairueil u (i) so3uHoduIMeit (B TOM
yucie cunapom CtuseHca-/[xoHcona (CCJl) W TOKCHYECKMH SMuAepMabHBI HEKpOJIU3
(TBH)) (cm. pazpmen «HapymieHuss co  CTOPOHBI KOXH UM TOAKOXKHBIX TKaHEW»).
ComyTCTBYIOIIMN BacKyJIHT WM PEAKIMH CO CTOPOHBI TKaHU MOTYT HMETh pasiIMuHBIC
NpPOSIBJICHUS, BKIIOYAsl TEMaTHT, MOPAXXEHHE I0YeK, OCTPBIH XOJIAHTUT, KCAaHTHHOBBIE
KOHKPEMEHTHI U, B OYEHb PEAKHUX CIy4asx, cyoporu. Kpome Toro, oueHs peko Habo1anoch
pa3BuTHE aHA(UIAKTUYECKOTO IOKa. [Ipu pa3BUTHM TSHKEIBIX HEXeNaTeIbHBIX pPeaKIuii
TEPaIUIo AJUIOMYPHHOIOM HEOOXOINMO HeMeOIeHHO NpeKpamums U He 80300H0615mb. 1Ipn

OTCPOYEHHOW MYJBTHOPTaHHON THIIEPUYBCTBUTEIBHOCTH (M3BECTHOM KaK CHHIPOM
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JIEKAPCTBEHHOW TMIIEPUYYBCTBUTEIBHOCTH MOTYT pPAa3BUBAThCS CIEAYIOIIHE CHMIITOMBI B
pPa3NUYHBIX KOMOHMHALMSAX: JIMXOPaJKa, KOXXHAs ChIllb, BACKyJIUT, JUMQaaeHOnaTHs,
nceB10IMM(poMa, apTPaITUs, JCUKONCHHS, S03MHOPIIINS, TeaTO-CINIEHOMET M, U3MEHEHHUE
pE3yJbTaTOB MEYEHOYHBIX (PYHKIIMOHAIBHBIX TECTOB, CHHAPOM MCUE3AIOIIUX >KETYHBIX
MIPOTOKOB (pa3pylIeHUE WK NCYE3HOBEHHE BHYTPUIIEYCHOYHBIX KEMYHBIX MPOTOKOB). MOryT
OBITH 3aTPOHYTHI APYTUE OPTaHbl (HapuMep, eueHb, JISTKHE, TOYKH, TO/HKEITYA0YHAs Kele3a,
MHUOKapJA U TOJCTHIA KUIIeyHHK). [Ipu pa3sBUTHN TakuX peakuuii B 000N MepuoJ JIeUeHus,
Muntypur ciaenyeT HemeoleHHO OMMeHUMb U HUK020a He 860300H0615imb. IIOBTOpHO HAUWHATH
MpueM Tpernapara HarueHTaMu ¢ cuHapoMoMm runepuyBctBuTenbHOCTH W CCI/TOH He
cienyer. Koprtukocrepounbl  MOryT  OBITh  TOJNE3HBI HpPH  JIGYCHUH  peaKIui

THIICPYYBCTBUTCIBHOCTU CO CTOPOHBI KOXKMU.

['eHepanu30BaHHBIC pPEAKIUU TUICPUYBCTBUTEIBHOCTH PAa3BUBAIUCH Y OONBHBIX C
HapyIIeHHOW (QyHKIUEH mouyek u (WIK) medeHu. Takue ciiyvyad WHOTJA MMENH JIeTAIbHBINA
HCXO/.

Quenb peodkue:

aHrHoMMMYyHoOJNacTHas T-kiaeTodnas Jmmdpoma.

AHTHOMMMYHOOJIACTHYIO T-KJIETOYHYIO JTUM(POMY OYCHb PEIAKO JUArHOCTUPOBAIM IIOCIIEC
ouoncun TUMQOY3IIOB o MTOBOTY TeHEepaTH30BaHHON auMQaCHOTIATHH.
AHTHOMMMYHOOIAacTHAs JTMMQAICHOTATHS HOCHUT OOpPAaTUMBIA XapaKTep M PErpeccupyeT

ITOCJIC TPCKpALICHUS TEpaIlluU aJIJIOITYPUHOJIOM.

Hapymenu}l CO CmMOpPOHbL MemabdonuImMa u NUMaHus:

Quenb peodkue:

caxapHblil 1Ma0eT, THIEPIUITUAEMHUS.

Ilcuxuueckue Hapyuienus:

QueHb pedkue:

JICTIPECCHSL.

Hapywenus co cmoponst HepeHOU cucmembl:

Quenwb pedkue:

KOMa, Tapajind, aTakcus, epudepudeckas HeUponaTusi, TapecTe3nH, COHINBOCTh, TOJIOBHAS
00JIb, JUCTEB3HUA.

Yacmoma Heuzsecmua.

AcernTHuecKuii MEHUHTUT.
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Hapywenus co cmoponst opzana 3penus:

Quenb pedkue:

KaTapakTa, HApyIICHWs 3pEHUs, MaKyJIOIaTHsl.

Hapywenus co cmoponst opzana ciiyxa u 1adbupunma:

Quenb pedkue: TOJTOBOKPYKEHHUE (BEPTHUTO).

Hapywenus co cmoponuw cepoya:

Quenb pedkue:

CTEHOKapaAus, OpaguKapaus.

Hapywenusa co cmoponul cocyoos:

Quenb peodkue:

IMOBBIIICHUEC apTCPHUAJIIBHOT'O JABJICHUS.

Kenyoouno-kuweunvie napyuwienu:

Heuacmuie:

pBOTa, TOLIHOTA, AUApEs.

B panee npoBeneHHBIX KIMHUYECKUX UCCIEI0BAaHUAX HAOII0JaId TOIIHOTY U PBOTY, OJTHAKO
Oosiee mMoO3HME HAOMIOACHUS MOATBEPAMIM, YTO 3TH PEAKIMU HE SBISIOTCS KIMHUYECKU
3HaYMMOH po6sIeMO M UX MOXKHO H30€XaTh, Ha3HAYasl AJIJIONYPUHOI MTOCTE Ebl.

Quenw peodkue:

KpoBaBasi pBOTa, CTeaTopesi, CTOMaTUT, U3MEHEHHS YacTOThI JeeKaluy U XapakTepa cTyja.

Yacmoma Heuszsecmua.

00JIb B )KUBOTE.

Hapywenusa co cmoponst neuenu u jHcenuesvig00auiux nymei:

Heuacmuie:

0eCcCUMITOMHOE yBEJTMYEHUE aKTUBHOCTH MIEUEHOYHBIX (PEPMEHTOB (MIOBBIILICHHAs aKTUBHOCTh
1IeJI0YHOM (ocdaTa3sl M TPAHCAMHHA3 B CBIBOPOTKE KPOBH).

Peokue:

renarut (BKJIOYas HEKPOTHUECKYIO U TpaHyJIeMaTO3HYIO (pOpMBI).

Hapymenust ¢pyHKIMU MEYEHN MOTYT Pa3BUBAThCs 0€3 SIBHBIX MPU3HAKOB T'€HEpaTM30BaHHON

THIICPYYBCTBUTCIIBHOCTHU.

Hapywenus co cmoponst Koxcu u nOOKOMHCHbIX MKAHell:
Yacmuie.

CBIIIb.
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Peokue:

TsDKeEJIble peakuuu co ctoponsl koxxku: CCI u TOH.

Peakium co CTOpPOHBI KOXH SIBIAIOTCS HauOojee 4YacThIM BHJIOM PEAKIHMHA, OHH MOTYT
pa3BUTHCS B J1000M MOMEHT BpeMEHU B Xxoje JiedeHus. OHM MOryT IpeAcTaBiIATh cOoOO0i
3yJAI1YI0, MaKyJOIallyJIe3Hyl0, HHOTJA YeIlyW4aTyr0 WIM IIypIypO3HYIO CBIIIb, B PEIKHUX
ciydasix dKc(hoinmaTHBHBIE TOpaKeHHs, Takue Kak cuHiapoM CrueHca-J[KOHCOHA u
Tokcuuyeckuit snuaepmanbabiil Hekponu3 (CCH/TOH). Haubonpmmii puck passutust CCI u
TOH nnu MHBIX CepbE3HBIX PEAKLMN TMIIEPYYBCTBUTEILHOCTA OTMEUYAETCS B TEUEHUE IIEPBBIX
HeZelb INPUMEHEHMs ajulonypuHosa. Hawmnmydiime pe3ysbTaTel JICYCHMs] TaKUX PEakLun
JOCTUTAOTCS IIPYU PaHHEW IMOCTAaHOBKE IMAarHO3a U HEMEUIEHHOM IIPEKPALICHUH IPUMEHEHUS
BCEX I0JI03PEBAEMBbIX JIEKAPCTBEHHBIX CPEACTB. B ciyyae pa3BUTHS Takoil peakuuu mpenapar
Muypurt ciiegyer HeMeAJIeHHO OTMEHUTh. [ Ipr Bo3BpalieHny B HOpMaibHOE COCTOSIHUE IIOCTIE
peakiuii ci1aboi CTEeNeH! TAKECTH IPUMEHEHNE aJUIOIyPHHOJIA MOXKET ObITh BO30OHOBIIEHO B
HU3KOH 03¢ (Takoi kak 50 Mr/cyT), KOTOPYIO MOKHO IIOCTETICHHO YBEIHYHUTh. BBUIO TIOKa3aHo,
yto ayens HLA-B*5801 cBsizan ¢ puckom pa3BUTHS 3aBUCUMOT0 OT aJIJIOIYPUHOJIA CHHAPOMA
runepuyBctBuTesnbHOCTH U CCII/TOH. Ecnu peakius co CTOPOHBI KOXKHM BO3HUKAET IOBTOPHO,
IIPUMEHEHHUE AJJIONYPUHOJIA CIIEAYET HEMEIUICHHO M OKOHYATEIbHO MPEKPAaTUTh, YYHUThIBAs
BO3MOXXHOCTb ~ Pa3BUTHsL Ooyiee TSOKENIOM TUIEepPUyBCTBUTENIBHOCTH (CM. MOJpa3aesn
«Hapywenus co cmoponvt ummynnou cucmemsvi»). Ecmu Hammane CCI/TOH wmmm apyrux
CephE3HBIX PEAKIMH THIepUyBCTBUTEIBHOCTH He MoxeT ObITh uckmoueHo, HE CJIEJYET
BO300HOBJISAITH NPUMEHEHUE AJJIONYPUHOJIA, BCIEICTBUE BO3MOKHOCTH PAa3BUTHS TSHKEION WK
Jake JeTaabHo peakiuu. OCHOBOM JUIsl IPUHATHUS PELLIEHUS CITYy>)KUT HAIMYUE KIMHUYECKOTO
muarno3za CCJI/TOH. Ecnu Takue peakiuu pa3BUBarOTCs B JIt000M1 MOMEHT BPEMEHHU B XOJ€
JIeueHHsl, MPUMEHEHHE aJUIOIYPUHOJIa HE00X0IMMO HEMEIJIEHHO M OKOHYATEJIbHO MPEKPATUTD.
QueHb pedkue:

AHTMOHEBPOTUYECKHI OTEK, JIOKaJIbHasi MEAMKAMEHTO3Hasl ChlIlb, ajomenus, 00ecliBeUNBaHNE
BOJIOC.

CornmacHo  CyLIECTBYIOIIMM  CBEIEHHMsM, Ha  (oHe  Tepamuu  aJIONypUHOIOM
AHTMOHEBPOTUYECKHUI OTEK Pa3BUBAJICS M30JIMPOBAHHO, a TAK)KE B COUETAHUU C CUMIITOMaMH
reHEepaJIM30BaHHON PEaKIIMK TMIEPYYBCTBUTEIBHOCTH.

Yacmoma Heuzsecmua.

JIMXCHOUAHAA JICKAPpCTBCHHAA pCaKIA

Hapywenusa co cmoponvt mbiuieunoii, CKeJ1lemuoi U COeOUHUMEeIbHOU MKAHU:
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Quenb pedkue.

MHUaJrus.

Hapywenus co cmopoHbl HOUeK U MOUe8bl800AUUX Nymell:
Peokue:
MOYEeKaMeHHas 00Je3Hb.

Quenb pedkue:

reMarypus, a30TeMus.

Hapywenus co cmoponst penpooyKmueHoil CUCHeMbl U MOJIOYHBIX MHCele3:

Quenb peodkue:

MYKCKO€ OeCIUIOANe, SPEKTHIIbHAS TUCPYHKINS, THHEKOMACTHS.

Obwue Hapywienus u peakyuu 8 mecme 66e0eHUs NPENapama:

Quenb peodkue:

OTeK, 00lIIlee HeTOMOTaHKE, ACTCHHMSI, TUXOPA/IKA.

CornacHO CyYIIECTBYIOIIUM CBEACHHUSM, Ha (DOHE Tepamuu auIOMyPHHOJIOM JIMXOPAJKa
pa3BHBAJIaCh KaK HM30JIMPOBAHHO, TaK M B COYCTAHHH C CHMIITOMAMH TI'e€HEpPaTM30BaHHON

peaKkuuu runepuyBCTBUTCIIBHOCTU (CM. «HapymeHI/m CO CTOPOHBI HMMYHHOﬁ CI/ICTGMLI»).

Jlabopamopnusie u uncmpymenmanbvHovle OaHHblE
Yacmuie:

MOBBILLIEHUE YPOBHA TUpeoTponHoro ropmona (TTT).

IloBbIIcHNE YPOBHA TTF, Ha6n}oz[aBmeec;1 B COOTBECTCTBYIOIIUX HUCCICAOBAHUAX, HC BIIHAIO

Ha YPOBCHb T4 u He YKa3bIBaJIO HA TTOABJICHUC CY6I(J'II/IHI/I‘IGCKOFO runoTupeo3a.

Coo011eHune 0 MoI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIINIX

BaxxHo cooOmiatb 0 10J03pEBaeMbIX HEXKENATEIbHBIX PEAKIMSIX IOCIEe PpEerucTparuu
JIEKapCTBEHHOTO  Mperapara ¢ Lenblo OO0ECledYeHHss HEeMpepbIBHOIO  MOHUTOPHHIA
COOTHOILIEHUS «I10JIb3a — PHUCK» JIEKAPCTBEHHOIO Ipemnapara. MeaUuIMHCKUM pabOTHHKaM
peKkomMeHayeTcst  coolmiaTb O JIIOOBIX  IOJI03PEBAaEMBIX  HEKEIATENIbHBIX  PEAKIUSIX
JIEKapCTBEHHOI'0 Iperapara 4epe3 HallMOHAJIbHbIE CHCTEMBI COOOIICHUS O HEXKeNaTeIbHBIX

peakuusx rocyapcTs — wieHoB EBpa3suiickoro 3KOHOMHUYECKOIO COH03a.

Poccuiickas ®@edepayus
DdenepanbHas ciryxk0a 1Mo Haa30py B chepe 31paBoOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKas II0mab, 1. 4, cTp. 1
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Tenedon: +7 (800) 550-99-03
DnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru
CaiiT B nH(pOPMAIIMOHHO-TEIEKOMMYHUKAIMOHHON ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

PI'TI na IIXB «HanuoHanbHbIA HEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX
m3nenuit» Komurera MemunMHCKOTO M (apMareBTUYECKOro KOHTpOJsi MUHHUCTEPCTBA
3apaBooxpanenus Pecny6inuku Kazaxcran

Anpec: 010000, r. Acrana, yn. A. Imanosa, 13

Tenedon: 8 (7172) 78-98-28

OnexrpoHHas noura: farm@dari.kz

Caiir: http://www.ndda.kz

Pecnybnuxa benapyco

Anpec: 220037, r. MuHck, nep. ToBapuilieckuii, 2a

VII «leHTp 5KCTIepTH3 U UCTIBITAHUH B 3[paBOOXPAHEHUNY
Tenmedon: +375 (17) 242-00-29

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

DnektponHas mouta: rcpl@rceth.by

Caiir: https://www.rceth.by

Pecnyonuxa Apmenus

«Hayunsiit LleHTp sKCHepTH3bl JIEKApCTB U MEAMLIMHCKUX TEXHOJOTUH HM. akajeMuka O.
I"abpuensua» AO3T

Anpec: 0051, r. Epesan, rip. Komuraca 49/5

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

OnexkTpoHHas noyra: vigilance@pharm.am

Caii: http://www.pharm.am

4.9 Tlepeno3upoBka
OmucaH city4ai mpueMa BHYyTPb aJTOITYpHUHOJIA B J103€ 10 22,5 T 6€3 HeXKeNaTeIbHBIX SIBICHHI.

CuMOTOMBI HEPEI03UPOBKH: TOHIHOTA, pBOTA, AUAPECA U T'OJIOBOKPYKCHHC Ha6J'IIOI[aJ'II/ICL y

ManueHTa NPUHABIICTO 20T AJJIOIYpPpUHOJIA.
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Tspkenass mepeo3upOBKa aJUIOMYPHHOJIA MOXKET MPHBECTH K 3HAYUTEIBHOMY YTHETCHHUIO
AKTUBHOCTH KCaHTHMHOKcHIa3bl. Cam mo cebe 3ToT 3¢ (eKT He IOMHKEH COMPOBOXKIATHCS
HE)KEJIaTeIbHBIMM PEaKIUsIMU. VICKIIOYeHHE COCTaBISET BIUSHHE Ha COIMYTCTBYIOIIYIO
TEpaIuIo, B OCOOCHHOCTHU Ha JICUeHHE 6-MEPKANTOIYPHHOM U (MJIH) a3aTHOIPUHOM.

Jleuenue:

Crenuduueckuii  aHTUIOT  aJUIONyPUHOJA  HEM3BECTCH. AJICKBaTHas  TUjpaTanus,
MOJIZICPYKUBAIOIIAsl ONITUMAIIbHBIA JUYpPE3, CIIOCOOCTBYET BBIBEICHHIO aUIONMYyPUHOJIA U €ro

IIPpOU3BOJAHBIX C MOYOii. HpI/I HAJIWYMH KJIMHAYECKUX IMOKa3aHHUH BBIITOJHSICTCS réeMoauaimns.

5. ®PAPMAKOJIOTHYECKHE CBOMCTBA
5.1  dapmakoanHaMH4ecKHe CBOWCTBa
dapmakoTepaneBTHUECKasi IpyMIa: MPOTUBONOJATPHUUECKOE CPEICTBO — KCAHTUHOKCHIA3bl

WHTHOUTOP.

Kon ATX: M04AAO1

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHI/IMI/I‘IeCKI/Ie Bd)d)eKTBI

ANIONypUHOI SBJISETCS CTPYKTYPHBIM aHAJIOIOM TMIIOKCAHTHHA. AJUIONYPUHOJ, a TAKXKe €ro
OCHOBHOH aKTUBHBI METaOOJUT - OKCHUITYPHUHOJ, HHTHOUPYIOT KCAHTHHOKCHIA3y - (DepPMEHT,
o0ecrieunBaOIUil MPeoOdpa3oBaHUE THUIIOKCAHTHHA B KCAHTHUH, W KCAaHTHHA B MOYEBYIO
KHCIIOTY. AJUIOYPUHOJ YMEHBbUIAET KOHIIEHTPALMI0 MOYEBOM KHUCIIOTBI, KaK B CHIBOPOTKE
KpOBH, TaKk M B Moue. TeM caMplM OH NIPEJOTBpALIAECT OTJIOXKEHUE KPUCTAIJIOB MOYEBOMN
KHCIIOTBI B TKaHAX M (WinM) crnocoOcTByeT HX pacTtBopeHuto. [lomumo nonaBieHUs
KaTaboJu3Ma IMypUHOB y HEKOTOPBIX (HO HE y BCEX) MALMEHTOB C THIEPypUKEMHEN, O0JIbIIOe
KOJINYECTBO KCAaHTMHA U TUIIOKCAaHTHHA CTAHOBUTCS AOCTYITHO JUIsl HOBTOPHOIO 00pa3oBaHus
MYPUHOBBIX OCHOBAHHIii, YTO MPUBOJHUT K YTHETCHUIO OHOcHHTe3a mypuHOB de NOVO mo
MeXaHU3My 0OpaTHOM CBSI3U, YTO OIIOCPETOBAHO YTHETEHUEM (pepMEHTa TMIIOKCAaHTUH-TYaHUH
dhochopudosmi-Tpancdepasbl. pyrue MeTaboIuThl AJJIOMYPUHOIA — aJUIONYPUHOI-PUO03U/T

U OKCUITYpUHOI-7 pHOO3UI.

5.2  ®dapMakOKHHeTHYeCKHE CBOHCTBA

AOGcopOrtus

ANOypruHOJ aKTUBEH MPH TIepopaIbHOM IpuMeHeHnH. OH OBICTPO BCACBIBACTCS U3 BEPXHUX
otaenoB xkenynouHo-kumeyHoro Ttpakta (OKKT). Ilo manHBIM (apMakOKMHETHYECKHX

UCCIIEIOBAaHUH aJUTOMYpPHUHOII onpeaessieTcs B KpoBH yxke uepe3 30—60 MunyT mocine nmpuema.
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buonoctynHocTe amonypruHona BapbupyeT oT 67% 10 90%. MakcumanbHas KOHIEHTPALMS
npenapara B 1azMe KpoBU (TCmax) Kak MpaBUII0 pErUCTPUPYETCS TPUOIM3UTENBHO yepe3 1,5
Yaca 1ocjie nepopajbHoOro mpruemMa. 3aTeM KOHIEHTpAIUs ajuIoypruHoJIa ObICTPO CHIKACTCH.
CrycTts 6 yacoB Moclie mprueMa, B IjIa3Me KPOBU ONPEAeseTCs UMb CIe10Basi KOHIICHTPAIUs
npenapara. MakcumanbHass KOHIEHTPAIHs (Cmax) aKTHBHOTO MeTaboJHMTa — OKCHUITYpPHUHOJIA
OOBIKHOBEHHO PETUCTPUPYETCS uepe3 3—5 4acoB MOCie NepOopAIbHOTO IpHUeMa aJljIoNypruHOIIA.
Konuentpanust okcunmyprHosia B 1mjia3Me KpOBU CHUKACTCS 3HAYUTEIBHO MEJIJICHHEE.

Pacopenenenune

A0y pUHOJ TIOYTH HE CBS3BIBACTCS ¢ OSJIKAMU I171a3Mbl KPOBH, I03TOMY U3MEHEHHS CTECIICHU
CBs3bIBAHUA C 6CJIKaMI/I HC JOJIKHBI OKa3bIBATb 3HAYWUTCIBHOI'O0 BJIMAHHA Ha KIUMPCHC
npenapara. Kaxymmwmiics o0bem pacnpenenenuss (V4) amwionypuHojia  COCTaBJISIET
NpUOJIM3UTENBHO 1,6 JIUTPa/Kr, YTO TOBOPUT O JIOCTATOYHO BBIPAKEHHOM TOTJIONICHHU
npernapara TKaHsMd. KOHIEHTpamus ajIONypHHONIA B pPa3lIMYHBIX TKAHAX 4YEJIOBEKa HE
M3Yy4CHA, OJJHAKO BECbMa BEPOSTHO, YTO AJUIONMYPUHOJ W OKCHUITYPUHOJ B MaKCHMAJIbHOMN
KOHOCHTpAlIMKM HAKAIUIMBAIOTCA B IICYCHU U CIIM3UCTON 000JI0UYKE KHIIICYHUKA, TO€
PETUCTPUPYETCS BHICOKAsI aKTHBHOCTh KCAHTHHOKCHU/IA3bl.

EI/IOTDaHCd)ODMaI_II/IH

[Ton neiicTBHEeM KCaHTMHOKCHAA3Bl U allbACTHIOKCHIA3bl AJIOMYPUHOI METa0OIH3UPYETCS C
oOpa3zoBaHNeM OKCHITypruHOJa. OKCUITYpHHOII TTOAABISET aKTUBHOCTh KCAHTUHOKCHA3bl. TeM
HE MeHee, OKCUITYPHUHOI - HE CTOJIb MOIIHBIA HHTHOUTOP KCAHTUHOKCH/Ia3bl, IO CPAaBHEHUIO C
QIJIOMYPUHOJIOM, OJTHAKO €ro mepuos nonyBeiBeaeHus (Ty,) 3HaunTenbHo 6onbie. biaaronaps
STHM CBOWCTBAM IIOCIIE TPHEMa PAa30BOM CyTOYHOW 03Bl ajutomypuHoia 3(hdeKTuBHOE
MOJIaBJICHUE AKTUBHOCTH KCAHTWHOKCHJA3bl TOJJEPKUBAeTCI B TedeHWe 24 dyacoB. Y
MAIMEHTOB ¢ HOpMaJbHOU (PyHKIMEH MOYeK KOHIIEHTpAIUs OKCHITYpPHHOJA B IJIa3Me KPOBU
MEJIEHHO YBEJIMYMBAETCS BIUIOTH A0 JOCTH)KEHHS DPaBHOBECHON KoHIeHTpamuu. [locne
npuemMa ajutonypunosna B 103¢ 300 Mr B CyTKH KOHIIEHTpAIUS aJUIOITyPHHOJIA B TJIa3Me KPOBH,
Kak mpaBwio, coctaBisger 5-10 mr/m. K gpyrum mMerabonwraMm ayuiomypuHOJA OTHOCSATCS
AJUIONYPUHOI-PUOO3HT M OKCUILYPHHOJI- 7 -pUOO3H L.

DIMMUHALNS

[Mpubnuzurenpao 20% OPHUHITOTO per 0s aJIONypPUHONIA BBIBOJIUTCS 4Yepe3 KHUIIECYHHK B
HensMeHeHHOM Bujie. Okoso 10% cyTOYHOM 10361 SKCKPETUPYIOTCS KIIyOOUKOBBIM alnapaTom
MOYKM B BHUJE HEW3MEHEHHOro awtonypunoia. Eme 70% cyTodHOW M03BI ajUTOMypUHOJA
BBIBOJIUTCS TOYKamMu B ¢opMe oKkcunypuHoya. OKCHUITYpPUHOJI BBIBOAMUTCSA IOYKAMH B

HCU3MCHCHHOM BHAC, OJHAKO B CBA3H C KaHaJIbIeBOM pea6cop6u1/1e171 OH O6J'IE[,Z[8.CT JJIATCIIBHBIM
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Ty. Ty, anmonypunona cocrabnser 1-2 yaca, Toraa kak TyoKcumypruHoIa BapbupyeT oT 13 1o
30 yacoB. Takue 3HaYMTENbHBIC PA3IUYMs BEPOSATHO CBSA3AHBI C PA3IUUYUSAMHU B CTPYKTYpE
uccnenoBanuii u/wnm kimpence kpearununa (KK) y manuenrtos.

Oco0Oble T'PYIIIBI ITAITWMEHTOB

layuenmol ¢ noueunoli HeOOCMAMOUHOCMbBIO

VY manueHToB ¢ HApYIICHHOW (YHKIMEW MOYeK BBIBEACHUE AJUIONMYPHHOJA U OKCUITypHUHOIA
MOKET 3HAUUTEIBHO 3aMEUIATHCA, YTO IpPH JUINTEIbHOW TEpanuu IPUBOJUT K pOCTY
KOHILEHTPALUU 3THX COEIMHEHUN B IUIa3Me KPOBH. Y MAlMEHTOB C HapyUIeHHOW (pyHKUMeH
novek 1 KK 10-20 mur/MuH nocie 10AroBpeMEeHHON Tepanuy aJlIomypruHooM B 103¢ 300 Mr B
CYTKH KOHIIGHTPAllMsl OKCHUITypHHOJIA B IJIa3Me KPOBH JIOCTUTaJa OpUEHTHPOBOUYHO 30 Mr/i.
Takas KOHLEHTpalMs OKCHUIIypHHOJIA MOXET OIpPEAENAThCS y NAIUMEHTOB C HOPMaJIbHOMN
¢dbyHKIuel noyek Ha (oHe Tepanuu alIonypuHoioM B 1o3e 600 mr B cyTku. CienoBaTenbHo,
MIpH JICYCHUH TAlMEHTOB C HapylleHueM (YHKIMH MOYeK 03y aIONypHHOJIa HEOOXOAUMO
CHIDKATb.

Jluya noosicunozo eospacma

Y MNOXWUIBIX TAIMEHTOB 3HAUUTENbHBIE W3MEHEHUs (PapMaKOKMHETHYECKHX CBOMNCTB
AJUIONYpUHOJIA MAaJOBEPOATHBI. VICKIIOUEHHE COCTABISIOT MAaIlMEHThl C COMYTCTBYIOIIEH
naToyoruei moyek (cM. pazzuen PapmMakoKuHemuxa y nayueHmos ¢ HapyulenHou hyHKyuell

nouex).

6. PAPMAIIEBTUUYECKHWE CBOMCTBA
6.1 Ilepeyenb BCOMOraTeJbHBIX BellleCTB

Munypur, 100 mr, Ta0neTKH:

JIAKTO3bl MOHOTUAPAT,
KpaxMaJl KapToQesIbHBbIH,

noBugoH K-25,

TaJbK,

MarHus creapar,

HaTpUsl KapOOKCUMETUIIKpaxmai (TU A).

Munypur, 300 mr, TaOJIeTKH:

LeJUTI0103a MUKpokpucTanaeckas (tun PH 101),
HaTpus KapOOKCUMeTUIKpaxMail (Tun A),
JKEJIaThH,

Mar"us creapar,

KPEMHHUS JUOKCHU KOJJIOUHBIN O0€3BOIHBIMH.
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6.2 HecoBMecTHMOCTH

He npumenumo.

6.3 Cpok rogHocTu (CPOK XpaHeHus1)

5 JeT.

6.4 Oco0ble Mepbl NPeI0CTOPOKHOCTH NPH XPAHEHUH
Tab6nerku 100 mr: xpanuTh npu Temneparype He Boitie 30°C.

Tab6merku 300 mMr: xpaHuTh IpH Temreparype He Boite 25°C.

6.5 Xapakrep u cofep:kaHue MEPBUYHON YIAKOBKH

Tabmerku, 100 mr u 300 mr.

Tabnemxu no 100 me: 1o 50 unu 100 Tabnerok Bo (iakoHe U3 KopuyHeBoro crekna ¢ [19
KPBIIIKOH C KOHTPOJIEM IIEPBOTO BCKPBITUS W aMOPTHU3aTOPOM rapMmomkoi. 1 ¢drakon B
KapTOHHOM Mavyke BMECTE C JIMCTKOM-BKJIAIBIIIIEM.

Tabnemxu no 300 me: 1o 30 unu 100 Tabnerok Bo (iakoHe U3 KopuyHeBoro crekia ¢ [19
KPBIIIKONH C KOHTPOJIEM MEPBOTO BCKPBITUS M aMOPTHU3aTOpOM rapmoukoil. 1 ¢dmakon B

KapTOHHOfI ITA4YKE BMECTEC C JIMCTKOM-BKJIQJABIIIICM.

6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUUYTOKEHHHM HCIOJIb30BAHHOIO
JICKADCTBEHHOI0 Ipenapara MJIH OTXOAOB, MOJYYEHHBIX IOCJI¢ TPHMEHCHHUs
JIEKapPCTBEHHOI'0 Mpenapara ujiM padoTsl ¢ HUM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Benrpus

3A0 «Dapmanepruueckuii 3aBoa I NUCy
1106 bynamemr, yi. Kepectypu 30-38
Tenedon: (+36-1) 803-5555
OnektponHas moura: mailbox@egis.hu

7.1. IlpeacTaBuTe b AeprKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

IIperen3un noTpeduTENEe HAOPABIATH 110 AAPECY:

Poccniickas @enepanns
000 «2I'UC-PYC»
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121552, r. Mockaa, yiu. SpueBckas, 1.19, 6mok B, stax 13
Tex: +7 (495) 363-39-66.
Anpec snekrponHoii moutsl: pharmacovigilance@egis.ru

Pecry6nmka Kazaxcran

[IpencraButensctBo 3A0 «DapmaneBruueckuii 3aBog I UCy» B PecmyOnuke Kazaxcran
050060, r. Anmartsl, yi. XKapokosa 286 I'.

Tenedon: + 7 (727) 247 63 34, + 7 (727) 247 63 33.

DnekTpoHHas moura: eqis@eqis.kz

Pecrrybnuka benapych

[MpencraButenbctBo 3A0 «DapmaneBtuuecknii 3aBog DI MCy» (Benrpusi) B PecmyOmmke
benapych

220053, r. Munck, nep. Epmaka, 1. 6A.

Tenedon: (017) 380-00-80, (017) 227-35-51, (017) 227-35-52.

daxc: (017) 227-35-53.

OnekrponHas noura: info@eqis.by

Pecniy6iiuka Apmenus

[IpencraButensbctBo 3A0 «Dapmanesruueckuii 3aBox I C» B Pecniybiinke ApmeHus
0010, r. EpeBan, yi. AHpaneryTsH, oM 67, 4 sTax.

Tenedon: +374-10-574686.

OnexrpoHHas noyra: info@egis.am

8. HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHUSI
JITT-Ne(000082)-(PT-RU)

9. KATEIOPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapCTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPHUH OTITYCKa 10 PELENTY.

10. JATA NEPECMOTPA TEKCTA

OOmiast ~ XapakTepuUCTHKa  JIGKAPCTBEHHOTO  mpemapara  MMWIypuT  JOCTyIIHa  Ha
nHGOPMAIIMOHHOM TopTaie EBpa3suiickoro 3KOHOMHYECKOTO CO03a B HH(POPMAIMOHHO-
KOMMYHUKaIMoHHou cetu « aTepueT» https://eec.eaeunion.org
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