COOTBETCTBYET 3KCTMEPTH
ot 02.10.2024 Ne 21

MHCTRYKUWAN OCNENOBATENEHOCTE 0001)

MY OTUETY

10 MEJULIMHCKOMY ITPUMEHEHIHO AEKAPCTBEHHOTO IPEHAPATA
WVHJIATIAMUJT PETAP/]

PerncrpanuoHHblii HOMep:

Toprosoe HaumeHoBaHue: Vunanamun Perapy

MexkayHapoaHOe HEMATEHTOBAHHOE HAMMEHOBAHME: MH/IaITaMU]

JlekapcTBeHHasi (opma: TaOJETKM C KOHTPOJHUPYEMBIM BBICBOOOXKICHHEM, IOKPHITHIC
IIJICHOYHOM 000JIOUKOIA.

Cocras

1 TabneTka ¢ KOHTPOJUPYEMBIM BBICBOOOXICHHEM, IIOKPHITas TUICHOYHOH O0O0OJIOUYKOH,
COJICPIKUT:

Cocmas s10pa mabaemku:

eticmsyrowee sewgecmso: napanamu — 1,5 mr.
Bcnomoeamenvuvie sewyecmea: maHHWTON, TUNpoMeruto3a, noBuaoH K-90, marnus creapar,
KPEMHUS TUOKCHU KOJIJIOUTHBIH.

Cocmas obonouku mabremxu: onanpait |1 6enprii (33G28435) [runpomeniosa, TATaHA THOKCHUI,

JIAKTO3bl MOHOTU/PAT, MAKPOT'0JI, TPUALIETHH .

Onucanne

TabneTrku KpyrioH, ABOSKOBBINYKION (hOpMBI, MOKPBIThIE MICHOUYHOW 000J04YKON Oenoro mimm
ouTH OeJoro 1BeTa.

dapmakoTepaneBTH4YecKass  rpynma.  JUYpEeTUKH;  THA3UAONONOOHBIE  JUYPETHKHU;
cynb(hOHaAMUIBI.

Koa ATX: CO3BA11

DapMaKoJIOrH4ecKue CBOMCTBA

DapMaKoAUHAMHKA

Mexanusm deticmeus

WHpanamusl OTHOCHTCA K IPOU3BOAHBIM Cylb(OHaMHMIa C HHAONBHBIM KOJBIOM M IO
(bapMaKoJOTHYECKMM CBOMCTBaM OJM30K K THA3UJHBIM JIMYpETUKaM, KOTOpPblE WHTHOUPYIOT
peabcopOIMIo HOHOB HATPHS B KOPTHUKAIHLHOM CETMEHTE METIH HedpoHa.

ITpu >TOM yBEnMUMBAETCs BBIAEICHUE MOYKAMH MOHOB HATpPHs, XJOpa U B MEHbILIEH CTENEHU
MOHOB KaJMsl M MarHus, 4YTO CONPOBOXKJIAETCS YBEJIWYEHUEM AMYpE3a W THUIOTEH3UBHBIM
s dexTom.

Dapmaroounamuyeckue 3¢pgexmol

B ximnnueckux wuccnenoanusx Il m Il ¢a3 mpu npumeHeHMM uWHIAanamMHuIa B pEKUME

MOHOTCpPAIIMK B 1O03aX, HC OKAa3bIBAOIIHWX BBIPAKCHHOIO AUYPCTUUYCCKOTO 3(I)(I)CKT8., OBLI

1



COOTBETCTEYET ZKCNEPTHI
ot 02.10.2024 N= 21
IPOIEMOHCTPUPOBaH 24-4acOBON IMMOTEH3UBHBIA ek CNENOBATENEHOCTS 0001

MY OTUETY

AHTUTUNIEpTEH3MBHAsI aKTUBHOCTh MHJANIAaMKJIA CBA3aHA C YIYYIICHHEM 3JIaCTUYECKUX CBOMCTB
KPYIHBIX apTepuil, YMEHBIICHHEM apTEPUOJIIPHOTO M 00IIEro nepupepudeckoro CoCcyaucToro
COIPOTUBIICHUS.

WMupanamul yMeHbIAET TUIEPTPOPUIO JIEBOTO HKEITYyA0UKA.

TuasuaHele U THA3UIONONOOHBIE IUYPETUKHU IPU OMNPEAEICHHOM J03€ NOCTUTalT IJIaTo
TepaneBTHUECKOoro 3¢ ¢dekra, B TO BpeMs KaK 4YacToTa IMOOOYHBIX SPPEKTOB MPOIOIIKACT
YBEJIMUUBAThCA NpU JaJbHEHINEM MOBBILIEHUU JA03bl mpenapara. Iloatomy He cuenyer
yBEJIMYMBATh 03y Ipenapara, ecjid Npu NPUMEHEHUH PEeKOMEHJOBAaHHOW J103bl HE JIOCTUTHYT
TepaneBTUYECKHUi 3P PeKT.

B xopoTkux, cpenHeil JUIMTENbHOCTH U JI0JITOCPOYHBIX UCCIIEIOBAHUAX C yUaCTUEM ALUEHTOB C
apTepuaNbHON TUIepTeH3Uel ObLIO MOKa3aHO, YTO WHAAIAMHUL;

— He BJIMSAET Ha IO0KAa3aTeNld JIMIUAHOIO OOMEHa, B TOM 4YHCJE Ha YPOBEHb TPUIJIHMILIEPHJIOB,
XOJIECTEPUHA, JTUMONPOTENHOB HU3KOH IJIOTHOCTH U JIUIIONPOTENHOB BBICOKOW MIIOTHOCTH;

— HE BIMAET Ha TIOKa3aTelqu OOMEHa YIJIEBOJOB, B TOM YHCIE Yy IAlHUEHTOB C CaXapHBIM
MadeToOM.

DapmakoKunemuka

Bcacvieanue

BeicBo6oaMBIIMIiCS MHAAAMKT OBICTPO M MOJHOCTHIO BCACBIBAETCS B KENyJOYHO-KUIIEUHOM
TpaKxTe.

[TprieM UM HE3HAYUTENBHO YBEJIMYUBAET BPEMs BCAChIBaHU Npenapara, He BIHsS MPU 3TOM
Ha TOJHOTY abcopOruu. MakcumanbHas KOHLIEHTpAIMs B IUIa3Me€ KPOBM JIOCTUTAETCs depe3
12 yacoB mocne mpueMa BHYTPb OAHOKPAaTHOW 1103bl. [Ipy MOBTOPHBIX MpueMax KojeOaHus
KOHIIEHTpAllUu IMIpernapara B IUIa3ME€ KPOBH B IPOMEXKYTOK MEXIy IpHEeMaMy Ipernapara
CTJIa)KMBAKOTCSL.

CymiecTByeT HHIMBHIyalbHas BApHaOeIbHOCTh MOKa3aTeslel BCcachlBaHUs Ipenapara.
Pacnpeoenenue

Oxkono 79 % mnpenapata cBs3bIBaeTcsl ¢ Oenkamu Iuia3Mmbl KpoBH. [lepuon mosyBbIBENEHUS
npenapara coctasisier 14—24 gaca (B cpenneM, 18 gacos).

PaBHOBecHast KOHLIEHTpALHs JOCTUTAaeTCs yepe3 7 AHEH mpuema mpernapara.

[Tpu moBTOpHOM IIpHEMe Ipenapara He HabI0AaeTCsl er0 KyMYJISIIHH.

Buigeoenue

NHpanamMui BBIBOIWUTCS B BHJIE HEAKTUBHBIX META0OJMTOB, B OCHOBHOM moukamu (70 % ot

BBEJICHHOM J103bI) U uepe3 KUIIeuyHuK (22 %).



COOTBETCTEYET JKCNEPTHO
orT 02.10.2024 N2 .
cDapMaKOKuHemuKa y 0cobbix cpynn nayueHmo¢ iMOCNEONQBATENBHOCTE 0001)

VY nanmeHToB ¢ MOYeUHOM HeIOCTaTOYHOCThIO (hapMaKOKMHETHKA MHAaMH/1a HEe U3MEHSIETC .

IToxa3anusi K NpUMeHEHHIO

Nunanamun Perapna nmokasas Jiis JICUEHHS apTEPUATIBHON THIIEPTEH3UU Y B3POCIIbIX.

IIporuBonokazanusi

— I'unepuyyBCTBUTENBHOCT K HMHIANAMUIY, APYTUM MPOHM3BOIHBIM Cyab(OHAMUAA HIH K
JT1000MY M3 BCIIOMOTaTeIbHBIX BEIIECTB;

— Tspkenas moyedHasi HEJOCTATOYHOCTD (KIIMPEHC KpeaTuHUHA MeHee 30 MII/MUH);

— Iledenounast sHIIE(ATONATHS UK TsOKENbIe HAPYIICHUS (DYHKIIMU TICUCHH,

— T'unokanuemus.

C 0CTOPOKHOCTHIO

Hapymienust pyHKIMM ne4eHu U MOYEK JIETKON WIIM YMEPEHHOU CTENEeHH TSKECTH, HApYIICHHUS

BOJIHO-DJIEKTPOJIUTHOrO OajaHca, MPUMEHEHUE Y MalMeHTOB C yBeIMYeHHbIM uMHTepBaiom QT

Ha OKI', mpuMeHeHne y UCTOLEHHBIX NA[UEHTOB, Y NallMeHTOB, MOJIyYaIOLUX OJHOBPEMEHHYIO

Tepanuio IpenapataMy, KOTOpble MOTyT yBenuuumBarth uHTepBan QT, coderanHas Tepamnus

JICKapCTBEHHBIMHU  IpemapaTamMu, CIOCOOHBIMH BBI3BAaTh IMOJIUMOP(PHYIO KEITyJ0UYKOBYIO

TaxUKApAUI0 THUIA «IUPYIT», MpenaparamMu JIUTUs, JEKapCTBEHHBIMU IIpenapaTami,

CIIOCOOHBIMU  BbI3bIBaTh TUIIOKAIMEMMIO, WJIM CEPACYHBIMU IJIMKO3UAAMHU (CM. pas3zien

«B3anMopnelicTBUe C APYTMMHU JIEKAPCTBEHHBIMU CPEICTBAMM»), NMEepUPEPUUECKUE OTEKH WU

aclMT, umIeMuyeckas OoJie3Hb ceplua, cepAedyHas HeJOCTaTOYHOCTb, THUIepHapaTHpeos,

caxapHblii nuaber, TUNEpypUKeMHsl M Tojarpa, ajjeprudeckas peakius Ha TEeHUIWUIMH B

aHaMHese.

IIpumenenne npu 6epeMEHHOCTH M B MIEPUO/I TPYAHOT0 BCKAPMJIUBAHHUSA

bepemennocms

B HacTosimuii MOMEHT HET JOCTATOYHOIO KOJMYECTBA JaHHBIX O MPUMEHEHWH HMHIANaMHa BO

BpeMsi OepemeHHocTH (omucano meHee 300 ciyuaeB). JlnurenpHOE MPUMEHEHHE THA3UIHBIX

JUYPETUKOB B TPETbEM TPUMECTpE OEPEMEHHOCTH MOXKET BbI3BAaTh TMIIOBOJIEMHIO Y MaTe€pH U

CHIDKEHHE MaTOYHO-TUIAIIEHTaPHOTO0 KPOBOTOKA, YTO MPUBOIUT K (PETOIUIALICHTAPHOMN MIIEMHUU U

3a/Iep>KKE pa3BUTHSI IJI0JA.

HccnenoBanus Ha )KMBOTHBIX HE BBISIBIJIM MPSMOTO WIJIM HETIPSMOTO TOKCHYECKOTO BO3/IEHCTBUS

Ha PENpOIyKTUBHYIO (PYHKIIHIO.

B kauecTBe Mepbl MPEAOCTOPOKHOCTH PEKOMEHJyeTcsl n30eraTb NpUMEHEHUs] MHIANaMUaa BO

BpeMsi OEpEMEHHOCTH.

Jlakxmayus

JlaHHBIX O TPOHWKHOBEHUH MHAAMAMUA WA €r0 METa0OJIUTOB B TPYJHOE MOJIOKO y YEIOBEKa



COOTBETCTBYET 3KCTMEPTH
ot 02.10.2024 Ne 21

HEIOCTaTOYHO. Y HOBOPOXKICHHOTO — TPH  3TOM [ MOJEN () HRaFBUThEA ) TOBBIIGHHAs

MY OTUETY

YYBCTBUTEIHHOCTb K IPOU3BOJHBIM Cylb(oHAMUAA U TUTIOKANHEeMHUs. B cBs3U ¢ 3TuM, pHUCK AJis
HOBOPOXKJICHHOTO/MJIaJICHIIa HE MOKET OBITh MCKIIFOUYCH.

Wupgamamun ONMM30K K THA3WAHBIM JUYPETHKAM, TPUEM KOTOPBIX BBI3BIBACT YMCHBIICHUE
KOJIMYECTBA IPYTHOTO MOJIOKA WJIH JIaXe MOAaBJICHUE JIAKTAIIUH.

[IpumeHneHne nHAANMaMKUIa B IEPUOJI TPYIHOTO BCKAPMIIMBAHUSI HE PEKOMEHTyETCS.
DepmunbHocmo

HccnenoBanust penpoIyKTUBHON TOKCHYHOCTH MTOKA3aId OTCYTCTBUE BIUSHUS Ha (PEePTUILHOCTD
caMOK U camioB Kpbic. IlpenmonoxxkurenbHo, BIUSHHE Ha (GEPTUIBLHOCTH Y YeEJIOBEKa
OTCYTCTBYET.

Cnocod npuMeHeHus U 103bl

BHyTpB; TabseTKy ciemyeT mporiaTeiBaTh IETUKOM, HE pa3KeBbIBasi, 3alIMBasi BOJOM.
[Tpumensiercs o 1 TabneTke B CyTKHU, )KENATEIbHO YTPOM.

[Ipu neyeHHM NAMEHTOB C apTepUANbHON THIEpPTEH3UEH YyBEIWYEHHE A03bI IpermapaTa He
MPUBOJIUT K YBEIUYCHUIO AHTUTHIICPTCH3WBHOTO JEHUCTBUS, HO YCHIUBACT IUYPETUUICCKUUN
(camypernueckuit) 3¢ dexr.

Ocobvie epynnsl nayuenmos

Hayuenmoi ¢ napywenuem @yukyuu nouex (cm. pazoenvt «lIpomusonoxazanusy u «Ocobvle

EKCL’%IHM}Z»z

[TpyMeHeHre MPOTUBOIIOKA3aHO MAMEHTaM C TSKEJIOM MOYeYHON HEJ0CTaTOYHOCThIO (KIMPEHC

KpeaTuHHHA MeHee 30 MJI/MUH).

TuasuaHble U THA3UAONOJO0HBIE JUYPETUKU B TOIHOM Mepe 3 (EeKTUBHBI TOJIBKO y MALMEHTOB
C HOpMaJIbHOH (pyHKIMEH MOoYeK MM ¢ MUHUMAJIbHBIMU €€ HapyIICHUsIMHU.

Ilayuenmvi ¢ _napywenuem @yukyuu neuenu (cm. paszoensvi «lIpomusonoxasanusy u «Ocobvie

ZKLB’CIHZ/I}Z»z

HpI/IMeHeHI/Ie IMPOTHUBOIIOKA3aHO MAIUCHTAM C TAXKCJIbIM HAPYIICHUCM (bYHKLII/II/I ICYCHMU.

Tlayuenmol nosicunoz2o soszpacma (cm. pazoen « Ocobwle ykazanusy)

VY NoXHUIIBIX MAamUECHTOB CJICAYECT KOHTPOJIUPOBATH COACPKAHNEC KPCAaTHHUHA B IJIa3ME KPOBHU C
Y4e€TOM BO3pacTa, Macchl Tena u nona. JlekapcrBeHHsl npenapar Munanamua Perapa MoxHO
Ha3HayaTh MOXWJIBIM TallMeHTaM C HOpPMalbHOW (yHKIMEH TOYeK MIM TOJNBKO C
MUHHUMAJIbHBIMU €€ HapyILIECHUSMM.

emu
besonmacHocth W 3(Q(EKTUBHOCTH NPUMEHEHHS] HWHIANAMHUJIa y JETed W TOJIPOCTKOB HE

YCTaHOBJICHBI. I[aHHBIC OTCYTCTBYIOT.



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 02.10.2024 N2 21279

IToGouHoe nelicTBUE (MOCNEOQOBATENEHOCTEL 0001)

= R

Peswome npoghuns 6ezonacnocmu

Haubonee dacThiMM HEXENAaTEIbHBIMU PEAKIMSAMH, O KOTOPBIX COOOIANIOCh, ObUIH
TUTIOKAIMEMUSI, PEAKIIMU TTOBBIIIEHHON YyBCTBUTEIHLHOCTH, B OCHOBHOM JIEPMATOJIOTHUECKUE, Y
NAIMEHTOB C MPEIPACIIOI0KECHHOCTBIO K aJUIEPTUYECKUM M aCTMATHUYECKUM PEAKIIHUSAM, a TaKKe
MaKyJI0-TIayJie3Has ChIIb.

Tabnuunoe pesrome HedxHceramenbHuIX peakyull

YactoTa mMOOOYHBIX pPEAKIMiA, KOTOPHIC OBLTM OTMEYCHBI BO BpPEMs TEpalMHM WHIATIAMHJIOM,
MIpUBEJICHA B BUJE CIICAYIOMIEH rpajanuu: oueHb yacto (>1/10); gacto (>1/100, <1/10); Hewacto
(>1/1000, <1/100); peaxo (=1/10000, <1/1000); ouenp peako (<1/10000); yacToTa HEU3BECTHA

(dacToTa HE MOXKET OBITH MOJCYUTAHA MO JOCTYITHBIM JaHHBIM).

CucreMHO-OprasHbiii Kjace

HexenatenbHble peakuuu Yacrora
MedDRA P
ATrpaHynaonuTo3 OueHb penko
ArmiacTuyeckast aHeMHust Ouensb penko
Hapyiienust co CTopoHbI KPOBU U
. I'emonuTuueckas aHemMus Ouensb penko
TUM(PaTHIECKONU CUCTEMBI _
Jleiikonenus Ouensb penko
TpombonuTonenus Ouensb penko
I'mnepkanpuuemMus OueHb penko
Mumoxanuemus (cMm. pazaen Yacto

«Oco0ble yKa3aHus»)

Hapymenus mertabonnsma u

I'mnomaranemus Penxo
MUTaHUS
I'mnoxnopemus Penko
I'mnonarpruemus Heuacto
(cM. paznen «Oco0ble yKa3zaHUs)
Bepruro Penko
_ | 1oBblImICHHAs yTOMIISIEMOCTb Penxo
Hapymienust co cTOpOHbI HEpBHOM TonoBras 6ob Penko
CHCTEMET [Tapecresus Penko
O6MopoK UYacToTta HensBecTHA
Muonus YacroTra Hens3BecTHa
Heuetkoe 3penne Yacrora Hen3BecTHA
Hapymenust co croponsl oprana | Hapymenue 3penus YacroTa HEU3BECTHA
3peHus OcTtpas 3aKkpbITOYroJIbHAS YacroTa HEU3BECTHA
IJIayKOMa
XOpHOUIaIbHbINA BBIOT YacToTa HEU3BECTHA
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Hapyienust co ctoponsl cepana

Apurmus

(NOCNEOCBAT

FONeHE) PTKQ01)

[TonumoppHAsT KETyA0TKOBasA
TaXUKaPIUs TUIA «ITHPYITH
(mMOTEeHIIMANIBHO C JIETAJIbHBIM
ucxoqom (cM. pazaensl «Ocobbie
yKazaHus» U «B3anmonencraue ¢
JIPYTUMHU JIEKapCTBEHHBIMU
CpeACTBAMUY)

HaCcTOTa HEU3BECTHA

Hapymenust co cTOpoHBI COCYI0B

ApTtepuanbHasi THIIOTEH3US

OueHnb penko

KenynouHo-KueyHble
HapyIIeHUs

PBota Heuacro
TomHoTa Penxo

3anop Penko
CyxocCTb BO pTY Penxo
[TankpeaTut OueHb penko

Hapymenust co cTopoHsl neueHu
1 KEJTYEBBIBOJALIUX MyTEN

Hapymenne pyHKIMHA Ie4eHN

Ouens penko

Bo03MOXHO pa3BuTHE IEYEHOUYHOU
sHIEe(aNONaTHH B CIIyyae
MEYEHOYHON HEIOCTATOYHOCTH
(cM. paznensl
«[IpotuBomnokazanus» u «OcoObie
yKa3aHus»)

YacTtoTa HEU3BECTHA

Hapymenust co cTOpoHbI KOXHU U
MMOJIKOKHBIX TKaHEH

I'enatur YacTora Hen3BecTHA
Peaknuu noBnIeHHON Yacto
YyBCTBUTEIBHOCTH

Makyno-namysie3Has ChlIlb Yacro

[Typniypa Heuwacrto

AHFI/IOHeBpOTI/I‘{eCKI/Iﬁ OTCK

Ouens penko

Kpanusauna

OueHb penko

Tokcuyecknii dnuIepManbHbIA
HEKpPOJIu3

Ouens penko

Cunapom CrupeHca-/[»xoHcoHa

Ouens penko

Bo3MmorkHOe obocTpeHue yxe
MMEIOIIENCS OCTPOM CHCTEMON
KpacHON BOJTYAHKH

YacToTa HEeM3BECTHA

Peakuyu poTouyBCTBUTENIBHOCTH
(cMm. pasaen «OcoOble yKa3zaHHs»)

YacTtoTa HEU3BECTHA

Hapymenust co ctopoHsl
MBIIIICYHOMN, CKEJIETHON 1
COEAMHUTEIIBHON TKaHU

CrasM MBIIIII

YacToTa HEeM3BECTHA

MeliieyHas ¢1adbocThb

YacToTa HEM3BECTHA

Muanrus

YacToTa HEeM3BECTHA

Pabonomuonus

YacTtoTa HEU3BECTHA

Hapymenust co cTopoHbl mouek u
MOYEBBIBOISIIINX MyTEH

Tloyeunas HeOCTATOYHOCTH

Ouenb penko




COOTBETCTBYET 3KCTEPTH(
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Hapymennst co ctopoHbl OpextunpHas TMCqyRKIHE [0 5 A THTewaco T 00011

MY OTUETY

PENpPOAYKTUBHON CHCTEMBI U
MOJIOYHBIX XKeJle3

Y muaenue uatepBana QT Ha YacroTa HEn3BeCTHA
OKT (cm. pazaensr «Ocobbie
yKazaHus» U «B3anmonencraue ¢
JPYTUMU J1€KapCTBEHHBIMU
CpeACTBAMUY)

IloBrricHME KOHICHTpaluu YacToTa HEeM3BECTHA

JlaGopaTopHblie U
TJIFOKO3BI B KPOBH

HUHCT CHTAJIbHBIC JAaHHBIC
PyM (cMm. pasaen «OcoOble yKazaHHs)

IToBbIIEHME KOHLIEHTPALIUU Yacrora Hens3BecTHA
MOYEBOU KUCJIOTHI B KPOBU (CM.
paznen «OcolOble yKa3zaHus»)

IToBhIlIEHHE AKTUBHOCTH YacToTa HEeu3BeCTHA

IICYCHOYHBIX Q)CpMeHTOB

OnwncaHue OTACIBHBIX HEKEJIATSABHBIX PeaKIIUM

B pamkax wuccnenoanuit II u III ¢a3el, cpaBHMBarOmMMUX HMHIANIAMHI B JO3UPOBKE 1,5 Mr u
2,5 Mr, BBISIBJICHO JJ0303aBHCHUMOE BIIMSIHUE MHAAMAMK/Ia HA YPOBEHb KaJusl B IJIa3M€ KPOBH:

— Muapgamamun 1,5 Mr: KOHIIGHTpANMs KU B TUIa3Me KPOBU MeHee 3,4 MMOJIb/JT Ha0Iro1anach y
10 % manueHToB U KOHIICHTpAIUsl Kajus B IUIa3Me KpOBU MeHee 3,2 MMOJb/IT HaOmoaanach y
4 % mnamueHToB yepe3 4—6 Henenb nocie Havaia tepanuu. [locne 12 Henens Tepanuu cpenHee
CHI)KEHHE KOHIIEHTPAIIMHU Kausl B I1a3Me KpoBH cocTaBiisiio 0,23 MMOIb/II.

— WMunanamun 2,5 Mr: KOHIIEHTpAIMs Kajdus B TUIa3Me KpOBU MeHee 3,4 MMOJIb/JT HaOr01anach y
25 % marnueHTOB ¥ KOHIIEHTpAIWs Kalus B TJIa3Me KpOBH MeHee 3,2 MMOJIB/I Haboaanacy y
10 % nauuenrtoB uepes 4—-6 Henens nocie Havana tepanuu. [locne 12 Henens Tepanuu cpegHee
CHI)KEHHE KOHIIEHTPAIIMH KaJus B 1azMe KpoBH cocTaBiisiio 0,41 MMomb/m.

Ilepeno3supoBka

Cumnmompwi

Wupgamamu gake B O4€Hb BBICOKMX J103ax (1m0 40 mr, T.e. B 27 pa3 Oombllie TeparneBTHUECKOM
JI03bI) HE OKa3bIBAET TOKCUYECKOTO JICHCTBUSI.

[Ipu3Haku OCTPOro OTpaBJICHHs JIEKAPCTBEHHBIM TPEMApaToM B TEPBYIO OUYEpeab CBSI3aHBI C
HapyIIEHHEM BOJHO-3JIEKTPOJIMTHOTO OanaHca (TUIIOHATpueMusi, THUMNokamuemus). U3
KJIMHUYECKUX CHUMIITOMOB MEPEA03UPOBKHM MOTYT OTMEUaThCs TOIIHOTA, PBOTA, apTepuabHas
TUIMIOTEH3UsI, CYJOPOTH, BEPTUTO, COHIIMBOCTb, CIYTAHHOCTh CO3HAHUS, TOJIMYPUS WU OJIUTYpPUS
C BO3MOXHBIM TIEPEXO0/I0M B aHYPHIO (BCIEACTBUE THIIOBOJIEMHUN ).

Jleuenue

MepLI HEOTJI0KHOH MOMOIIM CBOJSTCS K 6BICTpOMy BBIBCJICHUIO IIpCIriapaTra HU3 OpraHu3Ma:
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NPOMbIBAHHE JKeNyJKa W/WIM HasHAauYeHWe| aKTHBHPOBAHEQNO)E NIIBT] L¢| (ITOCIEHyIQIIIM

BOCCTAHOBJICHUEM BOAHO-3JICKTPOJIUTHOI'O OajaHca B CricnuaJIu3npOBaHHOM OTACIICHUH.
B3aumopeiicTBue ¢ APYIrUMHU JEKAPCTBEHHBIMH CpEACTBaAMHU

KOM6I/IHaI_[I/II/I, HC PCKOMCHAYEMBIC K ITPUMCHCHHIO

Ipenapamul 1umus

[Ipr OonHOBpEMEHHOM NPUMEHEHWUM WHIAIIAMUA W IPENapaTroB JIUTHS, TaK e KaKk U TpU
coOnrofcHIH OECCONeBON JMETHI, MOKET HAOIIOAThCs MOBBINICHUE KOHIICHTPAIMU JIUTUS B
I1a3Me KPOBH BCJCICTBUE CHIDKEHHUS €ro SKCKPELHHU, COMPOBOXKIAIOIICECS TOSBICHUEM
NPU3HAKOB TIepeo3upoBKU. [Ipy HEOOXOAMMOCTH IUYpEeTHYECKHE TpenapaTbl MOTYT OBITh
UCTIOJIB30BaHbl B COYETAHWW C TpernapaTaM JIMTHS, TPU 3TOM CJIEAyeT TIIATEIbHO
KOHTPOJMUPOBATHL KOHLUCHTPAIWIO JIMTUA B IUJIA3ME€ KPOBU HW COOTBCTCTBYIOIIUM 06pa30M
moI0UpaTh 103y Iperapara.

KOM6I/IHaHI/II/I, TDC6VIOIJ_II/IC opEeaAoCTOPOXKHOCTHU

Jlexapcmeennvie  npenapamsei, CnOCOOHbIE — 6bI3LIGAMb  NOAUMOPPDHYIO  HCETYOOUKOBYIO

Maxuxapouio Muna «nupysmpy, 6Ku0UAs, HO He 02PAHUYUBAACD:

— AHTMApUTMUYECKHE JIeKapCTBEHHble Impenapatel [A  kmacca (Hampumep, XHHHUIMH,
THIPOXUHUANH, TU30nHpamMu/l, npokanHamun) u IC xnacca (praekannum);

— aHTMAapUTMUYECKHe JiekapcTBeHHbIe npenapatsl 11l knacca (Hanpumep, aMHMOAApOH, COTAJIOIN,
nodermma, noyTuana, OpeTUIIHiA, IPOHETAPOH);

— HEKOTOpble AHTUIICUXOTUYECKHE NpenapaThl: (EHOTHA3HHbI (HampuUMep, XJIOPIPOMa3HH,
[MaMeMa3uH, JIEeBOMENPOMa3nH, THOPUAA3UH, TpuQuyonepasuH, ¢uydeHa3uH), OeH3aMu/ bl
(HampuMmep, aMUCYIBIPUL, CYJIBIIUPU, CYIbTONPUI, THANPUA), OyTUpodEeHOHB! (HampuMep,
JPOTEPHI0JI, TaJIONEPUI0N), APyrue aHTUIICUXOTUYECKHE Mpenaparsl (Hanpumep, TUMO3U]I,
CEpTUHION);

— QHTHJICTIPECCAHTBL:  TPULMKIMYECKHUE  aHTHUAEIPECCAHTbl, CEJIEKTUBHbIE  HHTUOUTOPHI
00paTHOro 3axBaTa CEpOTOHUHA (LIUTAIONPAM, ICIIUTAIIONPAM);

— aHTHOaKTepuanbHble CpencTBa: (TOPXMHOJOHBI  (JIeBO(IOKCAMH, MOKCU(DIOKCAIH,
cnapdiuokcanuy, UUOPOQIOKCAMH); MaKpOIUIbl (3PUTPOMULMH TMPH BHYTPUBEHHOM
BBCJICHUW, Aa3UTPOMUIIMH, KJIAPUTPOMHIIMH, POKCUTPOMHIIMH, CIUPAMHUIMH), KO-
TPUMOKCA307;

— IPOTHBOIPUOKOBBIE CPEICTBA psla a30J0B (BOPUKOHA30J], MTPAKOHA30J, KETOKOHA30I1,
drykoHazon);

— MpPOTUBOMAJSIpUNHBIE  CpelcTBa  (XWHUH,  XJOPOXMH, Me(JIoXuH, ranodaHTpUH,
TymMehaHTPHH);

— aHTHaHTHHAJIbHBIC CPENICTBA (paHOJIa3uH, OeTpuInI);
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— TIPOTHUBOOITYXOJICBBIC IIPEIapaTbl ¥ UMMYHO ynpecca_ﬁ[@t:,(E@ﬂ[@@ﬂﬂ'@mjilira;;m?@xpm[,

OKCAIIUTIJIATHH, TAKPOJIUMYC, aHATPEITU/);

— TMPOTUBOPBOTHBIE CPEICTBA (OHJAHCETPOH);

— CpEeICTBa, BIUAIOIMIME HAa MOTOPUKY KEIYJOUHO-KHUIIEYHOTO TpakTa (LM3anpui,
JIOMIIEPUJIOH);

— aHTUTHCTaMUHHBIC CpeICcTBA (acTeMu30J1, TepdeHANH, MU30IACTHH);

— MpOYME AaKTUBHBIC BEILIECTBA: MEHTAMUIUH, IU(eMaHu1, BUHKAMHH IPH BHYTPUBEHHOM
BBEJICHUH, Ba30IPECCHH, TEPJIMIIPECCHH, KETAaHCEpUH, MPoOyKoi, mpornodoll, ceBodiaypaH,
TEPOIWINH, IIUJIOCTAa30J1, METaJIOH.

[ToBBIIEHHBIA PHUCK DPA3BUTHUS KEITYJOUYKOBBIX AapUTMHUIM, B YaCTHOCTH, MOIUMOPQHON

HKEITYJ0YKOBOM TaXUKaPIUU THIIA «ITHPYIT» ((PakTOp prucCKa — TUIIOKATHEMHUS).

[lepen Ha3HaueHWEM KOMOMHHPOBAHHOW Tepanmuyl WHAAMAMUIOM | YKA3aHHBIMUA BBIIIC

npenaparamM CJIEIyeT MPOBECTU HCCIEAOBAHUE C IIEJIbIO0 BBISBICHUS TUIOKAIMEMHUH WU TIPU

HEOOXOUMOCTH TPOBECTH KOppekuuo. Heo0XoauMm KOHTPOJIb KIMHUYECKOTO COCTOSHUS

MaUeHTa, KOHTPOJIb COIEP KaHUS IEKTPOIUTOB B TIa3Me KpoBH, mokazateneiit JKI'.

Y manueHTOB ¢ TUNOKAIMEMHEH HEOoOXOIUMO TPUMEHSTh Mpernaparbl, HE BBI3BIBAIOIINE

OJIMMOP(HYIO KEITyTOYKOBYIO TAXHKAPIUIO TUIIA KITUPYITY.

Hecmepouonvle npomusosocnanumenvHvle JleKapcmeenHvle npenapamsl (npu CUCHEMHOM

npumMeHeHul), exuouas cerekmusHole uneuoumopul LJOI-2, evicokue 003bl ayemuicaruyuiosou

Kuciomsl (= 3 o/cymku)

Bo03M0XHO CHMKEHHE aHTUTUNIEPTEH3UBHOTO d(PheKTa nHIarnaMmma.

VY 00e3BOKEHHBIX MAIMEHTOB CYIIECTBYET PUCK Pa3BUTHUSL OCTPOW MOYEYHOW HEJOCTATOYHOCTHU

BCJIC/ICTBUE CHIDKEHHUS KITYyOO4YKOBOM (uibTpanuu. [laimeHTam HeoOX0IUMO KOMIEHCHPOBATh

MOTEPIO )XKUAKOCTH U B HaYaje Teparuu TIATEIbHO KOHTPOJIMPOBATH (DYHKITUIO MTOYEK.

Hneubumopuol aneuomensun-npespawarouieco hepmenma (AID)

Haznauenne nnrnouropoB AIl® nmanueHTam ¢ M3HAYaJIbHO CHIKEHHOW KOHIEHTpaIlMeil HOHOB

HATpUs B KPOBU COMPOBOXKIAETCS PUCKOM BHE3AIMHON apTepuaNbHON THIOTEH3UU H/HIIN OCTPOi

MOYEYHON HEJIOCTATOYHOCTH (B YACTHOCTH, y TMAIMEHTOB CO CTEHO30M IOYEYHOW apTepUH).

[Tamentam ¢ apmepuanvHol 2cunepmensueri W BO3MOXKHO CHHJKEHHOM  BCJIEICTBHE

MPEIIIeCTBYIONIEr0 TMPUMEHEHUsI JUYPETUKOB KOHIIEHTpallueid WMOHOB HATPUS B KPOBU

HEO0XOUMO:

— 3a 3 nmHA 10 Havanma JedeHuss uHruouropom AIID mpekpaTuTh NpUEM AUYPETHUKO; B
JMaNbHEWIeM, TpU HEOOXOAWMOCTH, TPUEM HEKaTUHCOeperawiero IuypeTuka MOXKHO

BO300HOBUTB;
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— WIM HauuHaTh Tepanuio uHruoutopom AlId c HUBKYX O8] T ORHCTY FOHBIMTTOE TeTIIGH HbIM

YBEJIMYEHUEM JI03BI B ClTyyae HEOOXOAMMOCTH.
[Ipu xponuuecxoii cepoeunou nHedocmamournocmu nedenue wuHruOuropamu AllD cnemyer
HAUMHATh C CaMbIX HHU3KUX J03 C BO3MOXHBIM HpPEIBAPUTEIbHBIM CHIKEHHUEM J103
HEKaINHCOeperaromero InypeTuKa.
Bo 6cex cnyuasx B mepBble Henenu npuema HHruOuTopoB AlID y manueHToB HEOOXOAMMO
KOHTPOJIMPOBATh (PYHKIIMIO MOYEK (CoAepKaHNe KpeaTUHUHA B I1JIa3Me KPOBH).
llpyeue npenapamol, cnocobHvle 6vl36amv cunoxaiuemuro. amgomepuyun B (8/8), entoxo- u
MUHEPAIOKOPMUKOUObL  (NPpU  CUCMEMHOM NpPUMEHeHUU), MempaKo3aKmuo, ciadbumenvhvle
cpedcmea, cmuMyaupyouue MomopuKy KuuledHuxka
YBenuueHue pucka pa3BUTHS TUIOKATMEMUU (aJAUTUBHBIN 3P HeEeKT).
Heo0xoauM NOCTOSIHHBINA KOHTPOJIb KOHIIEHTPALMU Kajus B MJIa3Me KPOBH, IPU HEOOXOIMMOCTH
— ee koppekuus. Ocoboe BHUMaHUE CIeyeT YAeIsATh NalueHTaM, OTHOBPEMEHHO MOITYJalOLIM
cepAcyHble TJIMKO3UIBl. PeKOMEHIyeTcs WCIONb30BaTh CIIA0WTENbHBIE CpEACTBA, HE
CTUMYJIMPYIOIIHE MOTOPUKY KUIICYHUKA.
baknoghen
OtMmedaeTcst yCUIICHUE aHTUTHIICPTEH3UBHOTO dPQeKTa.
[TaruenTamM HEOOXOIMMO KOMITEHCHPOBATH MOTEPIO JKUJIKOCTH M B Havalle JICUCHHSI TIIATESILHO
KOHTPOJIMPOBATh (PYHKIIMIO MTOYEK.
Cepoeunvie 2nuxko3uovl
['umokanuemMusi W/WIM TUIIOMArHUEMHUS MOXKET IPOBOIUPOBATH YCHIIEHHE TOKCHUYECKHX
3 ()EeKTOB cepIeUHBIX TIIMKO3UIOB.
[Ipy ogHOBpeMEHHOM TPUMEHEHHHM WHJANaMHAa W CEPACYHBIX TJIUKO3UIOB CIEAYeT
KOHTPOJIMPOBATh KOHIIEHTPAIIMIO KAl U MarHus B Tuia3me KpoBu, mokazatenu DK u, mpu
HEOO0XOIMMOCTH, KOPPEKTHPOBATH TEPATTHIO.

KoMOuHatmu, tpedvromnme 0codoro BHUMaHU

Annonypunon
CoBMecTHOE NpPUMEHEHHE C HMHJANAMUIOM MOJKET TOBBINATE PHUCK Ppa3BUTHS peaKUui
TUIEPYYBCTBUTEIBLHOCTHU K aJNIONYPUHOIY.

KoMOuHaimu, tpedviomme BHUMaHNs

Kanuiticbepecarowue ouypemuxu (Gamunopuo, CRUpoHOIAKMOH, mpuammeper)

KomOuHMpoBaHHas  Tepamusi WHIAANAMHIOM U KajuiicOeperarommmMu  JTUypeTUKaMU
1enecoo0pasHa y HEKOTOPBIX MAIMeHTOB, OAHAKO MPHU ITOM HE HCKII0YAeTCsS BO3MOXKHOCTH
pa3BUTHS THUINOKAIMEMUW WIH THUIEPKATHEMUN (OCOOCHHO Yy TAIMEHTOB C TMOYCYHOU

HEAOCTAaTOYHOCTBIO UJIM Y MAIMCHTOB C CaXapHbIM )II/Ia6eTOM).
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Heo06xomuMo KOHTPOIMPOBATh KOHIICHTPALIUIO [KaITUs B.zmwg%.pgmggpgmg@ (1, |y

MY OTUETY

HEOOXOIMMOCTH, KOPPEKTHPOBATH TEPATTHIO.

Memopmun

OyHKIMOHATBHAST TTOYEYHAs] HEAOCTATOYHOCTh, KOTOpasi MOXKET BO3HHKATh Ha (OHE mpuema
JTMYPETUKOB, OCOOCHHO TETIICBBIX, TOBBIMIACT PUCK PA3BUTHS HHIYIIUPOBAHHOTO MET(HOPMUHOM
MOJIOYHOKHCJIOTO aIK/03a.

He cnengyer nmpumeHsTh MeTHOPMHH, €CITM YPOBEHb KPEAaTHMHHHA B IJIa3M€ KPOBU IPEBBIIIACT
15 mr/n (135 mxmoub/n) y myskauH 1 12 mr/i (110 MKMOTIB/)T) y KEHIIHH.

Hoocoodepaicawue konmpacmuvie seujecmsa

B ciydae o0e3BokuBaHHMS OpraHu3Ma Ha (QOHE TpuUeMa JUYPETHYECKHX IpErapaToB
VBEJIMYUBACTCS PHCK PA3BUTHUS OCTPOH IMOYEYHOH HEJOCTATOYHOCTH, OCOOCHHO TIpH
MCIIOJIb30BAaHUH BBICOKHX JI03 HOJICOIEPIKANTUX KOHTPACTHBIX BEIICCTB.

[lepen npuMeHeHHEM WOACOJEPIKAIIUX KOHTPACTHBIX BEHIECTB OOJNBHBIM HEOOXOIMMO
KOMIICHCUPOBATh MOTEPIO KUIKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE NPENnapambl

[IpemapaTsl 3TUX KIJIACCOB OKA3BIBAIOT AHTUTHIICPTEH3MBHOE JICHCTBUE W YBEIMYMBAIOT PHCK
Pa3BUTHUS OPTOCTATHYECCKON TMITOTEH3UH (QAUTUBHBIN 3P deKT).

Kanvyuii (conu)

[lpy OJHOBpPEMEHHOM NPUMEHEHHHM BO3MOXKHO pa3BUTHE TUICPKAIBIIUEMUHN BCIICACTBUE
CHW)KCHHSI BBIBEJICHHSI HOHOB KAJIBIIHSI ITOYKAMHU.

Luxnocnopun, makpoaumyc

Bo3MokHO yBenmuYeHHE KOHIEHTpPAIMM KpeaTWHHWHA B IJla3Meé KpOBH 0e3 H3MEHEHHS
KOHIEHTPALMU [UPKYIUPYIOMIETO [UKIOCIOPUHA Ia)Ke MPU OTCYTCTBUU MOTEPHU BOJABI U MOHOB
HaATPUSI.

Kopmukxocmepouonvie npenapamoi, mempaxko3akmuo (cucmemuoe npumeneHie)

CHIKeHHe aHTUTHUIEPTeH3UBHOTO 3¢ dekTa (3ajepKka BOJIbI U HOHOB HATPHUS B pe3yabTaTe
JENCTBHUS KOPTUKOCTEPOHIOB).

Oco0ble ykazanust

Hapywenus ¢pynkyuu nevenu

[Tpu Ha3HAYEHUU THUA3HIHBIX U TUA3HUIOMOJOOHBIX TUYPETHKOB y MAIIMEHTOB C HAPYIICHUSIMH
(GYHKIIMY TeYeHH, 0COOCHHO B Clydae HApyIIEHUS BOIHO-3JIEKTPOJIUTHOTO OamaHca, BOZMOXKHO
pa3BHUTHE TICUCHOYHOUM »SHIE(DATONATHH, KOTOpas MOXKET MPOTPECCHPOBATh JI0 IMEUYCHOUHOU
KOMBI. B 3TOM citydae nmpuMeHeHHe TUYPETHKOB CIISAyeT HEMEIJICHHO TPEKPATUTb.

Peaxyuu pomouyscmeumenvnocmu

Coobmanoch 0 ciay4asx pa3BUTUS peakuuid (OTOUYBCTBUTENBHOCTH Ha (OHE IMpHeMa

11



COOTBETCTEYET 3KCNEFTHO
o7 02.10.2024 N= 2127°
THA3UHBIX W THA3UJIONOJT00HBIX JHYPETHKOB [(CM. pamesdiobeunoes meiigreuey). B)oryyae

Y OTUETY

pa3BUTUS peakuil (POTOUYBCTBUTENBLHOCTH Ha (OHE MpueMa JIEKapCTBEHHOrO Ipernapara
PEKOMEHIyeTCsl TMPEKpaTUuTh JieueHue. Ecium MOBTOPHOE Ha3HAYEHUE JUYPETHKA IPU3HAHO
HEOOXOJUMBIM, PEKOMEHIYETCSl 3allMINATh OTKPHITHIE YYAaCTKH OT COJHEYHBIX Jydyed WIu
HCKYCCTBEHHBIX YIbTPaduOICTOBBIX JIyuel THMa A.

Oco0nlie MEPHI MPEAOCTOPONKHOCTH ITPHU NPUMCHCHU U

Boouno-snekmponrumnuwiii banranc

CO@@DO!CCZHue UOHO6 Hampus 6 niasme Kpoesu

Jlo Hayana jedeHus HEOOXOIMMO OIpPENeIUTh KOHIIEHTPAIMI0 MOHOB HATPUS B IJIa3Me KPOBHU.
Ha ¢one npuema npenapara cieayer peryisipHO KOHTPOJIUPOBAThH ATOT Moka3aTesb. HeoOxonum
MOCTOSIHHBIM KOHTPOJIb KOHIICHTPALlUM MOHOB HATpUsl, TaK Kak IEPBOHAYAIBLHOE CHUKEHUE
KOHLEHTpALlUU HAaTpHUs B IJIa3ME KPOBU MOKET OBITh O€CCUMNTOMHBIM. bosiee yacThlii KOHTPOJIb
MOKa3aH TMalMeHTaM C LHUPPO30M TMEYEHH M JIMIaM T[OXHIOro Bo3pacta (CM. pasienbl
«Ilobounoe peiictBue» u «llepeno3upoBkay). JlroOol AMypeTHYecKUd mpenapar MOKET
BBI3BbIBATH TUIMOHATPUEMHIO, MPHUBOMAAIIYI0O HWHOTIAa K KpalHE TSKEIbIM IOCICACTBHUSIM.
['umoHaTpueMuss B COYCTAHUU C TUIIOBOJEMHUEH MOTYT OBITh NPUYMHONH OOC3BOKMBAHHS U
OpTOCTAaTUYECKON TUNOTeH3uH. COIYTCTBYIOIEE CHUYKEHHWE KOHLEHTpAlMd HOHOB XJOpa B
1asMe KPOBH MOXKET MPHUBOJIUTH K BTOPUYHOMY KOMIICHCATOPHOMY METa00INYECKOMY
aJIKaJI03y: YaCTOTa Pa3BUTHUS U CTEIIEHb BBIPAKEHHOCTH 3TOTO 3P eKTa He3HAUUTEITHHBI.

Codepofcaﬁue UOHO6 KAJUA 6 nidime Kposu

[Tpu Tepanuu THA3UAHBIMHU U THA3UI0IO0JOOHBIMH AUYPETUKAMHU OCHOBHOW PHUCK 3aKJIIOUAETCS B
CHI)KCHMH KOHILIEHTpALMM KaJlMs B IJIa3M€ KpPOBU U Pa3BUTHUU TMIOKaJIMeMuu. ['Mnokammemus
MOJKET BBI3bIBaTh MBbIIIEUHbIe paccTpoiicTBa. Coobmanoch o ciydasx pabJoMuoNn3a, B
OCHOBHOM Ha (QoHe Tskenoll runokanuemMud. HeoOxonumo mnpenoTBpamiath pa3BUTHE
runokanuemMun (< 3,4 MMoOsb/JI) y MAallMEHTOB TPYMINbl IOBBIIIEHHOTO pPHUCKA: MNAI[EHTOB
HOXKWJIOTO BO3pacTa, HCTOIICHHBIX W/WIM MOJYYaroIlUX COYETAHHYI0 MEIMKaAaMEHTO3HYIO
TEpaIuio, MAeHTOB C LIUPPO30OM MEUYEHHU, NMEepUPEPUUIECKUMU OTEKaMU M aCIIUTOM, MallUEHTOB
C UIIEMHUYECKOH OOJIE3HBIO CepAlla, CepJEeUHONW HEJOCTAaTOYHOCTHIO. ['MIOKanueMus y Takux
MAIMEHTOB YCUJIMBAET KapJAHUOTOKCUYHOCTh CEP/ICUHBIX TJIMKO3UI0B U MOBBILIAET PUCK PA3BUTHUS
apUTMUM.

[Tarmentsl ¢ ymiuHeHneM wuHTepBana QT, Kkak BpOXIEHHBIM, TaK M BbI3BAHHBIM
JIEKapCTBEHHBIMHU IpernapaTaMd, OTHOCATCS K TIpynmne pucka. [umokamuemus, Kak U
Opanukapaus SBJSIETCS COCTOSIHMEM, CIOCOOCTBYIOIIMM DPAa3BUTHIO TSKEIOW apUTMHUH, B
YaCTHOCTH, MOJIMMOP(HON >KEIyIOYKOBOW TaxHKapAHUM THUIA (IUPYIT», KOTOpas MOXKET

IMMPUBCCTH K JICTAJIbBHOMY UCXOOY.
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Bo BCex ONMCAHHBIX BBILE CIydasX HEOOXOAUMO KOHTPOIAPUBATE/ KUHUEHIDALFHO)KATHI B

miasMe KpoBu Oosiee yacTo, yeM oObIuHO. [lepBoe mM3MepeHHe KOHIEHTpAaluud HOHOB Kallus B
KPOBH JIOJDKHO OBITH BHITIOJTHEHO B TIEPBYIO HECIIO OT HaYala JICUCHHUSI.

[Ipy BBISIBIICHUW THIOKATUEMHUH JOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOIIECE JICUCHHE.
['unokanuemusi, BHISBIICHHAS B COUETAHUM C HU3KON KOHIICHTpAIMEil MarHus B IJIa3Me KpPOBH,
MOJKET OBITh YCTOMYMBOH K JICUEHHIO B Cllyyae, €CIM HE CKOPPEKTUPOBAHO COJIEpP:KaHNE MarHus
B IIJITa3M€ KPOBH.

COd@DOfCClHue MACHUA 6 niasme Kpoeu

bbuto moka3aHo, YTO THA3MJHBIE W THA3UIOMNOAOOHBIE AMYPETHKH, BKJIIOYAs HHAANAMUI,
YBEJIMUMBAIOT JKCKPELUIO MarHus C MOYOH, YTO MOXET IIPUBECTH K TI'MIIOMarHMEMHU
(cM. pazmensl «B3ammopeiicTBue ¢ OpYrMMHU JIEKapCTBEHHBIMH cpencTBammu» U «lloGodunoe
JEICTBHUEY).

Codepofccmue KajlbYUusd 6 nidsme Kposu

TuasuaHble U THA3UIOMOA00HBIE AUYPETUKH MOTYT YMEHbBIIATH BHIBEACHHUE KABIIHS MOYKAMHU U
IPUBOJIUTH K HE3HAYUTEIbHOMY U BPEMEHHOMY IOBBILIICHUIO YPOBHS KajbIUs B IJIa3ME KPOBHU.
WctuHHas TUNEpKaIbIIMEMHUS MOXKET OBITh CJIEICTBHEM paHee He IUarHOCTHPOBAHHOTO
TUIepIapaTupeosa.

CrnenyeT mpekpaTHTh MPUEM TUYPETHUYECKHX MpernapaTtoB Iepen HccleAoBaHueM (YHKIUU
MapalUTOBHUIHBIX JKEIe3.

Cooeporcanue 2noxko3vl 6 niame Kposu

BaxxHo KOHTpOIMPOBATH KOHIEHTPALMIO [VIFOKO3bI B KPOBHU y MALIMEHTOB C CaXapHbIM 1Ha0ETOM,
0COOEHHO NPY HAJTMYMUHU TUIIOKAJIMEMHUU.

Mouesas kucnioma

VY nanueHToB ¢ TUIepypUKeMUue MOXKET YBEIUUMUBATHCA PUCK PA3BUTHS MPUCTYIIOB MOJATPHI.
Huypemuueckue npenapamsi u QyHKyus noiex

TuasuaHble U THA3UAONONO0HBIE JUYPETUKU 3((HEKTUBHBI B IOJHON Mepe TOJIBKO y MallMEeHTOB
C HOpPMAJILHOM WJIM HE3HAUUTEJIbHO HapyIIEeHHON (QyHKIMeH movek (cofep:kaHue KpeaTMHUHA B
MIa3Me KpOBM Y B3POCIHBIX JIMIl HWKE 25 mr/m unu 220 MKMOJB/T). Y TAlMEeHTOB MOXKHIIOTO
BO3pacTa YpoBEeHb KpeaTHUHHHA B IIa3Me KPOBH PACCUUTHIBAIOT C yYETOM BO3pacTa, Macchl Tea
U ToJa.

Crnenyer y4yuThIBaTh, YTO B Hayaje JICUEHHs Yy MHAIlMEHTOB MOXKET HAOIIOJAaTbCs CHIKEHHE
CKOPOCTH KJIyOOUKOBOW (uibTpanu, OOYCIIOBJIEHHOE THUIIOBOJIEMHUEH, KOTopas, B CBOIO
ouepe/lb, BbI3BaHa MOTEpeH BOJbI U MOHOB HATpuUs Ha OHE MpHeMa JUYPETHUECKHUX IperapaToB.
Kak crneacrBue, B IiIa3Me KpOBH MOXKET YBEIMUMBATHCA KOHLEHTPALUS MOYEBUHBI U

KpCaTHHHUHA. Takas TPAaH3UTOpHAsA (I)YHKI_II/IOHaJIBHaH noyc€yHasa HEAOCTATOYHOCTb HE HUMECT
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KIIMHUYCCKOIr0 3HAUCHHUA Y IMAalUCHTOB C H pMaﬂBH@cnbmq@L'l@ﬂw ':QZ[F%KQ I_'Mp.}KeT

yCyTyOJsTh YK€ MIMEBIIYIOCS 70 Havalia JICYCHUS TIOYSUHYIO HEIOCTaTOYHOCTb.

Cnopmcmenvl

CropTrcMeHaMm cienyer oOpaTuTh BHUMAaHHE, YTO JACHWCTBYIOIIEE BEIIECTBO, BXOSIEE B COCTaB
JIeKapCTBEHHOTO npenapara Mupanamun Petapa, MoxeT naBath MOJOKUTEIBHBIN pe3yabTaT MpH
MPOBEICHUM JIOTTUHT-KOHTPOJISL.

XODMOuaaﬂbellz evitnom / OCWZDCL‘Z Muonus /BmODM‘iHa}Z 3AKpPblmMOYy20JIbHAA 2layKomda

CynbhoHaMuapl M HMX TPOU3BOJHBIE MOTYT BBI3BIBATh HIAMOCHHKPA3MYECKYIO PEAKIIHIO,
IPUBOJALIYIO K Pa3BUTHIO XOPUOUJAIBHOTO BBINOTA € 1€(EKTOM OIS 3pEHUs, OCTPOH MUOIIUU
U OCTPOMY IPHUCTYIly BTOPUYHOM 3aKpPBITOYTOJBHOM TIJayKoMbl. CHMITOMBI BKJIIOYAKOT:
BHE3AITHOE CHU)KEHUE OCTPOTHI 3pE€HUs WM 00JIb B IJ1a3aX, KOTOPbIE MPOSBIISAIOTCS, KaK MPaBUIIO,
B TE€YCHHE HECKOJBKMX YACOB WMJIM HENEeNb OT Hadaja Tepanuy THA3WIHBIM/THA3UI0NO0J00HBIM
auypetukoM. 1lpu oTcyreTBrnM JlIedeHHs ocTpasi 3aKphITOYTOJIbHAS TJIayKOMa MOXKET IIPUBECTH K
HeoOpaTuMol norepe 3peHus. [Ipu mosBiIeHUM CUMITOMOB HEOOXOAMMO KakK MOXHO ObIcTpee
NPEKPaTUTh NMPHEM THA3UIHOTO/THA3HIONOI00HOT0 TnypeTuKa. Ecny BHyTpuUria3Hoe naBieHne
OCTaeTcs HEKOHTPOJIHUPYEMBIM, MOKET MOTPEOOBAThCS HEOTIIOKHOE MEIUKaMEHTO3HOE JICUYCHHE
WIM XUPYPru4eckoe BMelaTrenabcTBO. PakTopoM pHCKa pa3BUTUS OCTPOH 3aKPBITOYTOJIBHON
IJIAYKOMBI SIBJISICTCA ajlIepruuecKasi peaklius Ha POU3BOJIHbIE CYJIb(OHAMUIA UIH MEHULMIUIUH
B aHaAMHE3€.

BcrnomorarennHble BellecTBa

[Ipenmapar Wumanamup Perapn comepkut nakto3y. [lammeHTam ¢ peako BCTpedaromiencs
HACJIC/ICTBEHHOM HENEepPeHOCHUMOCTbIO TallakTo3bl, JIe(QUIMTOM JIaKTa3bl WM TIIIOKO30-
rajJjlakTo3HOM ManbaOcopOLueil He clieayeT MpUHUMAaTh 3TOT Mpenapar.

Bunsinne Ha cIOCOOHOCTH YIIPABJISATH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU
WupanamMul He BIUSET HA HapyllleHWE BHUMaHUS, HO B HEKOTOPBIX CIIydyasX MOTYT BO3HHKATh
peaKIMU, CBSI3aHHBIE CO CHMXKCHMEM apTepUalbHOIO JIaBJIEHUS, OCOOCHHO B Hayalle Tepamnuu
WIN TIpU 100aBJI€HUU K TPOBOAMMOI Teparuu Ipyrux aHTUTUIIEPTEH3UBHBIX MTPENapaToB.

B pesynbTaTe cmocoOHOCTh yMpaBlATh aBTOMOOUJIEM WJIM JAPYTUMH MEXaHHU3MaMHU MOKET OBITh
HapylIeHa.

dopMa BbINTYCKa

TalneTku ¢ KOHTPOIUPYEMBIM BBICBOOOKICHNUEM, TOKPHITHIE MJICHOYHOM 000510UKOii, 1,5 Mr.

[To 10 wnm 15 TabneTok B KOHTYPHYIO sSUEHKOBYIO ymakoBKy u3 IuieHku [IBX u donbru

AJTIOMUHUEBOU NI€YaTHOMN JTaKUPOBAHHOM.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 02.10.2024 N= 21279

o 2,3,4,5,6,7, 8 uin 9 KOHTYPHBIX AYECHKOHBIX yNakppoK ne H0 radwerok mumi e, 2,4 myu 6

KOHTYPHBIX STYEHKOBBIX YIMAKOBOK IO 15 TaOJeTOK BMECTE C MHCTPYKIIMEH MO MEIUITUHCKOMY
MPUMEHEHHUIO MMOMEINAIOT B TTAYKy U3 KApTOHA KOPOOOUYHOTO.

Cpok rognocTu

3 rona.

He npuMeHsATh 0 HCTEUEHUH CPOKA TOJHOCTH.

YciaoBust XxpaHeHUs

B 3amumierHom ot cBera Mecte mpu temneparype He Boiie 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETE MECTE.

YcaoBusi oTnycka

OTIIyCKalT MO perenTy.

IIpousBoaurenn

000 «M3Bapuno ®apmar, Poccus

108817, r. MockBa, nocenenne BHykoBckoe, BHykoBckoe miocce 5-if KM, JoMoBiajaeHue 1,
ctp. 1.

Jlep:kaTe/ib PeruCTPANIMOHHOIO ya0cTOBepeHuss/Opranu3anus, NPUHUMAIOIIAS NPeTeH3un
OT moTpeduUTe el

000 «M3Bapuno dapmar, Poccus

108817, r. MockBa, nocenenue BHykoBckoe, BHykoBckoe miocce 5-if KM, JOoMoBiajaeHue 1,
ctp. 1.

Tem.: +7 (495) 232-56-55

®akc: +7 (495) 232-56-54
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