COOTBETCTBYET QKCNEPTHOMY OTYETY
aT 31.01.2025 Me 2248
MHQATPYKUMHOCNEOOBATENBHOC TR 0002)

1O MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O TIPEITAPATA

HNupanamun Papmacunres

PerncrpanmonHblii HOMep:

Toprosoe HaumeHoBaHue npenapara: Munanamun @apmacuHTes

Me:kayHapogHOe HeMATEHTOBAHHOE HJIH I'PYNNUPOBOYHOE HAMMEHOBAHUE: WHIATIAMH/T
JlekapcTtBenHasi ¢opma: TabIeTKH C MPOJOHTUPOBAHHBIM BBICBOOOXKIEHHUEM, TMOKPBITHIE
IJICHOYHON 000JI0UKON

CocraB Ha 1 TabJeTky:

Heticmsyrowee eewgecmeo. naganamua — 1,50 mr;

Bcnomocamenvnvie sewecmesa: runpomeruioza 2208 — 55,00 mr, gakto3sl MoHOTHApPAT — 98,90 M,
noBui0H K30 — 3,20 Mr, kpemHus nuokcu Kouionansii — 0,40 mr, maraus creapat — 1,00 mr.
Bcnomoecamenvuvie sewgecmsa (06onouxa): ranpomerioza (I'TIMLI) 5 — 3,36 mr, makporon 6000
(mommatunenriukois 6000) — 0,43 mr, monucopdar 80 (tBun 80) — 0,05 mr, Tutana quokcun — 0,96
MT.

Onucanue

Kpyriibie ABOSIKOBBITYKITbIE TAOJIETKH, MTOKPHITHIE TUIEHOYHOW 000JI0YKOMA, O€10T0 1IBeTA.
dapmakoTepaneBTHYECKAs IPYNNA; JUYPETUKH; THA3HIOTIOO0HBIC TUYPETHKH; CYITh()OHAMHU/IBI.
Kon ATX: CO3BAL11

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Mexanusm geiicTBus

WHpanamul OTHOCHTCS K MPOU3BOAHBIM CyJlb(OHAMUAA C HUHAOIBHBIM KOJBLIOM M IO
(bapMaKoJIOTHYECKUM CBOMCTBaM ONU30K K THA3UAHBIM JUYpETHKaM, KOTOpbleé HHITUOMPYIOT
peabcopOLMI0 HOHOB HATPUSl B KOPTUKAIBHOM CerMeHTe netiiu Hedpona. [Ipu 3Tom yBennuuBaercs
BBIJICJICHHE NTOYKaMU MOHOB HAaTpHs, XJIOpA W, B MEHBIIEW CTENEHU, NOHOB Kalus M MarHus, 4To
COIIPOBOKIAETCS YBEIMUCHUEM JANYpPe3a U TUIIOTEH3UBHBIM 3(h(HEKTOM.

dapmakoauaamuyeckue d3PHeKTol

B xnuanueckux uccnenosanusx |l u 1l ¢a3p1 npu npuMenennn nHaanaMuaa B peskuMe MOHOTEparuu
OB MPOJEMOHCTPUPOBAH TMIOTEH3UBHBIN 3((]eKT, coxpaHsromuiics B TedeHue 24 yacoB. ITo

OTMECYAJIOCh Ha q)OHC 03, OKa3bIBarOIIMX cnaboe ANYPETHICCKOC JIefiCTBUE.
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AHTHTHIICPTEH3UBHAS. AKTUBHOCTh MHJIANAMHIa CBS33HR ¢ FIEYMGHHGN [3HAQTHICCKIX | CBOICTB

KPYNHBIX apTepHUil, YMEHBUIEHHMEM apTEPHOJISIPHOTO U OOILEro MNEPUPEPUUECKOTO COCYIUCTOIO

COIPOTUBIICHUS.

WMupanamul yMeHbIIAeT FUIEPTPOQUIO JIEBOIO KEITyA0UKa.

[Tpu poCTHXXKEHUM ONpPENEeNIeHHON J03bl THA3HIHBIX M THA3UJIONOJO00HBIX AUYPETUKOB OTMEUYaeTCs

IUIATO TEpareBTUYECKOro 3(dexra, B TO BpeMsi KaK 4acToTa MOOOYHBIX 3()(HEKTOB MpOa0IIKAeT

YBEJIMUYUBATHCS IIPU JajbHENIIEM NOBBILIEHUH /103bl Tpenapara. [loaTtomy He cienyer yBeanuuBaTh

7103y mpenapaTta, €ciii py NPUMEHEHUN PEKOMEHJIO0BAaHHOMN /103bl HE TOCTUTHYT TEPaleBTHUYECKUIL

addexr.

B kopotkux, cpeaHel AIUTENBHOCTH U JIOJIFOCPOUYHBIX HUCCIEIOBAaHUSAX C Y4acTHEM MAllMEHTOB C

apTepHalIbHOM runepTeH3uel OblI0 MOKA3aHOo, YTO MHAAIAMHU/L!

— He BIMsET Ha IOKa3aTelau JMUIHUIHOIO OOMEHa, B TOM 4YHCJIE Ha YpOBEHb TPUIJIUIIEPHUIOB,
XO0JIECTEpUHA, JTUIOIPOTENHOB HU3KOH IJIOTHOCTH U JIUIIONPOTENHOB BBICOKOW MIIOTHOCTH;

—  He BIHET Ha MOoKa3aTean 0OMeHa yrieBO0B, B TOM YHCIIE Y MAIUEHTOB C CaXapHbIM JHA0ETOM.

DapmakoKkunemuxa

B Tabnerkax Mupanmamun ®apmacuHTe3 JEHCTBYIOIIEE BELIECTBO HAXOJUTCS B CIIELUAIBHOM

MaTpUKCe-HOCHUTENNE, OO0ECHEeUnBaIOLIEeM IPOJIOHTMPOBAHHOE BBICBOOOXKIEHHE HHIANaMuUIa B

HKEITyA0YHO-KUILIEYHOM TPAKTE.

Bcacvieanue

BeicBoO6oauBIIMiicST MHAANaMua OBICTPO W TOJTHOCTBIO BCACBIBAETCS B JKENTyIOYHO-KHILIEYHOM

TpaKTe.

[Ipuem numm HE3HAYUTENBHO YBEIMYMBAET BPEMs BCAChIBAHUS, HE BIUSAS IPU ATOM Ha MOJHOTY

abcopOrumu.

MakcumManbHas KOHIEHTpalus B Mja3Me KpOBHU JOCTUraercs yepe3 12 gacoB mocie npuema BHYTpPb

OJTHOKpATHOH 103b1. [IpH MOBTOPHBIX NpHeMax KojeOaHHs KOHLIEHTPALMHK ITperapara B 1jaa3mMe KpoBU

B IIPOMEXKYTOK MEX]ly IpUeMaMH Mpenapara criakuBaroTcsl.

CymiecTByeT MHIMBUTyallbHAsl Bapua0eIbHOCTh MOKa3aTelNell BcachlBaHUs Mperapara.

Pacnpeoenenue

Oxomno 79 % npenapata cBsizbIBaeTcs ¢ Oenkamu 1mi1a3Mel KpoBu. [lepron nonyBbiBeieHNs TpenapaTa

cocrapisieT 14-24 yaca (B cpenHeM, 18 yacos).

PaBHOBeCcHast KOHIIEHTpalUsI TOCTUTAETCS Yepe3 7 AHEH pueMa npenapara.

HpI/I IOBTOPHOM IIPpUEMC IIpCIIapaTra HE Ha6J'IIOI[aeTCH €T0 KyMyJIsILIUuH.
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NupanamMul BBIBOJWUTCS B BHJIE HEAKTHBHBIX META0OJMTOB, B OCHOBHOM mnoukamu (/0 % oT

BBEJICHHOMU J103bI) U Yepe3 KUIleyHukK (22 %).

Ocobvie epynnvl nayuenmos

Y nHanueHToB ¢ MOYEYHOM HEJIOCTATOYHOCTHIO (hapMaKOKMHETHKA JIeKapCTBEHHOrO Ipernapara

Nupnanamuy @apMacuHTE3 HE U3MEHSETCS.

IMoka3aHusi K NPUMeHEHHIO

Nupanamun @apMacuHTe3 OKa3aH AJIs JICYCHUS apTepHalibHON THIIEPTEH3UH Y B3POCIBIX.

IIporuBomnokazanus

— TIOBBIMICHHAS YyBCTBUTCIBHOCTh K JCHCTBYIOIIEMY BEHIECTBY, JAPYTUM IIPOU3BOIHBIM
Cyab(pOHaAMH/Ia HITH K JTFOOOMY M3 BCIIOMOTATENIbHBIX BEHIECTB MpenapaTta (cM. pasaen «CocraB Ha
OJIHY Ta0JIETKY»);

— TsDKeNas [oveyHasi HeJOCTaTOYHOCTh (KJIUpEeHC KpeaTuHuHA MeHee 30 MII/MHH);

— TIe4YeHOYHas dHIe(anonaTus WM TsHKenoe HapyleHne QyHKIUY TICUeHH,

— TUNOKAIMEMHUSL.

C 0CTOPOKHOCTBHIO

Hapymenuss (yHKIMM TMEYEHW W TMOYEK JICTKOW WM YMEPEHHOH CTENEHHW TSIKCCTH, HAPYIICHUS

BOJIHO-3JICKTPOJIUTHOIO OajaHca, MPUMEHEHHE Y MAIMeHTOB C YBEIWYCHHBIM mHTepBasioM QT Ha

anekTpokapauorpamme (IKI'), npuMeHeHre y HCTOIEHHBIX MAIIMEHTOB, Y MAIUCHTOB, MOJYYalOIHX

OJIHOBPEMEHHYIO Teparuio mpernaparaMu, KOTOpble MOTYT yBenuuuBaTh uHTEepBan QT, coueTanHas

Tepamnus npenaparami, CIOCOOHBIMHU BBI3BaTh MOJUMOPQPHYIO KETYJOUYKOBYIO TaXHKAPJAHIO THUIIA

«IUPYIT», TpernapaTaMyd JIUTHSA, JIEKAPCTBEHHBIMU TperapaTaMu, CIOCOOHBIMU  BBI3BIBATh

TUTOKAIMEMHUIO WM CEePJACYHBIMH TIUKO3UIaMHu (cM. pazfen «BzaumopeicTBue ¢ JIpyruMH

JIEKapCTBEHHBIMU CPEJICTBAMUY ), TepUPEpUUECKUE OTEKHU WIIH acIUT, UIIIEeMIYecKas 00JIe3Hb ceplia,

cepieyHas HEJOCTaTOYHOCTh, THIEPIapaTUpe03, CaxapHbI TuUA0ET, TUIIEPYPUKEMUS U TOJarpa,

ajuiepruyeckasl peakius Ha MeHUIMILINH B aHaAMHE3€.

I[IpumeHeHnne npu 6epeMEHHOCTH U B MEPUO/I TPYTHOT0 BCKAPMJIMBAHUS

bepemennocms

B Hacrosmmit MOMEHT HET TOCTATOYHOTO KOJIMYECTBA JAHHBIX O IPUMEHEHUHU HHIAIAMH/1a BO BPEMsI

o6epemenHoctu (onucano menee 300 ciyuaeB). [[nuTenbHOEC MPUMEHEHHE THA3UIHBIX TUYPETHKOB B

TPEThbeM TPUMECTpe OEPEMEHHOCTH MOYKET BBI3BIBATH TUIIOBOJIEMUIO Y MaTEPH U CHUIKCHHE MAaTOYHO-

IJIAICHTAPpHOTO KPOBOTOKA, YTO MPUBOAUT K Q)CTOHHaHCHTapHOI‘/’I HIIEMHHU U 3aICPIKKEC PA3BUTHUA
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HccnenoBanus Ha )KUBOTHBIX HE BBISIBUJIM MPSIMOTO UM HEMPSIMOTO TOKCHUYSCKOTO BO3JCHCTBHS Ha
PENPOIYKTUBHYIO (YHKLHIO.

B xadecTBe Mepbl IPeOCTOPOKHOCTH, PEKOMEHyeTcsl u30eraTh MPUMEHEHUS HHIalaMHi1a BO BpeMs
OEpEeMEHHOCTH.

Ilepuoo epyonozo eckapmausanus

JlaHHBIX O MPOHWKHOBCHWHM WHJIANAMHUAA WM €ro METa0OJUTOB B TPYJAHOE MOJIOKO Yy YeIOBeKa
HEJOCTAaTOYHO. Y HOBOPOXKJIEHHOTO MIPHU 3TOM MOXKET Pa3BUTHCS MOBBIIICHHAS YyBCTBUTEIBHOCTD K
NPOU3BOIHBIM  CyidbGOHaMHMIA U  TUNOKaduemus. B cBi3M ¢ 3TUM, PpHUCK Ui
HOBOPOXKJICHHOTO/MJIaJICHIIa HE MOKET OBITh MCKIIFOUYCH.

WNunanamug 671130K K THA3UAHBIM TUYPETHKAM, TPHEM KOTOPBIX BBI3BIBACT YMEHBIIICHHE KOJIMYECTBA
TPYAHOTO MOJIOKA WJIH JaKe MOJIaBJICHHE JTaKTaI[1H.

[TpumeHneHue nHAAMaMUIA B TIEPUOJI TPYAHOTO BCKAPMIIMBAHUSI HE PEKOMEH Ty €ETCH.

DepmunbHocmo

HccnenoBanusi penpoayKTUBHON TOKCHYHOCTH TOKA3ald OTCYTCTBUE BIMSHHUS HAa (DEPTHIIBHOCTH
CaMOK M caMIIOB KpbIC. [IpeanonokuTenbHo, BIUsHUE Ha PepTUIHHOCTh Y YeTIOBEKa OTCYTCTBYET.
Cnoco0 npuMeHeHMsI U 103bI

[Ipumensiercst BHYTpb 1O | TabJIeTKe B CYTKH, XKEJIATSIIBHO YTPOM; TaOJIETKY CJICyeT MPOTIaThIBATh
[[EJTMKOM, HE pa3KeBbIBas, 3aITUBast BOJIOK.

[Tpu nedyeHnn MAMEHTOB C apTEPUATBHON TUTIEPTEH3UEH yBEIUYEHHE O3Bl IIperapara He MPUBOAUT
K YBEJIIMYEHUIO aHTUTUIEPTEH3UBHOTO JICUCTBUSA, HO YCUJIMBACT JUYPETHUECKUN (CAITypeTUYECKUH)

b dexr.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmor ¢ napywenuem ¢ynxkyuu nouex (cm. pazdenvt «llpomusonokasanusay u «Ocobvie
VKA3aHUus»)

[IpumeHenne mpOTUBONOKA3aHO MAallMEHTaM C TSDKENOM MOYEeYHOW HEIOCTaTOYHOCTHIO (KIMPEHC
KpeaTuHHHA MeHee 30 MJI/MUH).

TuasuaHbple ¥ THA3UIO0MOIO0HBIE JUYPETUKU B TOJIHON Mepe 3(h(eKTUBHBI TOJBKO Y MAIlEHTOB C
HOpMaJIbHOU (DYyHKIIHEH MOYeK WIM ¢ MUHUMAJIBHBIMU €€ HapyIIEHUSIMH.

Hayuenmor ¢ napywenuem ¢ynxkyuu neuenu (cm. paszoenvi «llpomuseonokasanuay u «Ocobvle
VKA3aHUs»)

HpI/IMeHeHI/IC IMPOTHUBOIIOKA3aHO MAIMUCHTAM C TAKCJIBIM HAPYIICHHUEM (I)YHKI_II/II/I IICYCHMU.
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Tayuenmol nosxcunozo éospacma (cm. pasoen §OcoovleyragaivEip)OEATENEHOCTE 0002)

VY HOXHIBIX MNanuCHTOB CICAYCT KOHTPOJUPOBATHL COACPIKAHUC KPCATUHHHA B IJIa3MC KPOBU C
y4E€TOM BO3pacTa, Macchl Teia u noiia. JlekapcrsenHbli npenapar Mapanamug @apMacuHTE3 MOXKHO
Ha3HAy4aTh MMOKUJIBIM MAllMEHTaM ¢ HOPMaJIbHOM (yHKLMEH 0YeK WM TOJbKO ¢ MUHUMAJIBHBIMU €€
HapyLICHUSMH.

Jlemu

besonacHocte u  3(QeKkTHBHOCTE NpPUMEHEHHsS JIEKapCTBEHHOrO Impenapara MHgamamun
@DapMacuHTE3 y IETE U MOAPOCTKOB HE YCTaHOBJICHBI. [JaHHBIE OTCYTCTBYIOT.

ITo0ouHoOE nelicTBHE

Haubonee yacTeiMu HEXENATEILHBIMU PEAKIIUSAMHU, O KOTOPBIX COOOINAIOCh, ObUIM TUIIOKAIMEMUSI,
peakunun MOBBIIIIEHHON YYBCTBUTCIIbBHOCTH, B OCHOBHOM JCPMATOJIOTHUYCCKUC, Yy IMMALUCHTOB C
IIPEIPACIIONOKEHHOCTRIO K aJUIEPrMYECKMM M acTMaTUYECKMM peakLMsAM, a TakkKe MakyJo-
nanyJie3Has Chlllb.

CHrcoK HEXEIaTEIbHEBIX peaxunﬁ IIPpUBCICH B Ta6JII/IHe

YactoTa m0OOYHBIX peakuid, KOTOPbIC OBUIM OTMEUEHBI BO BPeMsI TepaIluy MHIAIAMHJIOM IIPUBEICHA
B BUJIE CJIEyIOIEeH rpajanuu: oueHsb 4acto (>1/10); yacto (>1/100, Ho <1/10); Hewacto (>1/1000, HO
<1/100); penko (>1/10000, o <1/1000); ouenp peako (<1/10000); uwacrora HewmsBecTHa (Ha

OCHOBAaHHHM UMCIOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

CucreMHO-OpraHHbIi
HexenaTenbHble peakuuu Yacrora
kiaacc MedDRA
ArpaHyJonuTO3 Ouenb penko
Hapymenus co
AnnacTuueckas aHeMUS Odenb penko
CTOPOHBI ~ KpOBU U
. I'emonutnueckas anemus Odenb penko
auMdaTnaeckoi =
Jleikonennsa OueHb peako
CUCTEMBI
TpombonuTonenus Ouenb penxo
I'unepkanpuuemus Ouenb penxo
l'unmokanmuemust  (cM.  pazzmen  «OcoOble q
acTo
Hapymenus yKa3aHHsD»)
MeTaboa3Ma u | 'unomaranemus Penxo
MMATAHUSA I'mnoxnopemus Penko
T'unionarpuemus  (cm. asnen  «OcobOble
P ( P Heuacto
yKa3aHus»)
Beprturo Penko
Hapymenus Cco
. | IloBbIlIIEHHAs YyTOMIIIEMOCTh Penxo
CTOPOHBI HEpBHOMU
['onoBnast 6o Penxo
CUCTEMBI
[Tapecre3us Penxo
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O6MmOpoK (NOCNENOBATE| HacroraHeusBeCTHA
Muomms HaCTOTa HCH3BCCTHA
Heuerkoe 3penune Yacrora Hen3BecTHA
Hapymenus co
Hapyuienue 3penust YacToTa HEM3BECTHA
CTOpPOHBI OpraHa 3peHust
OcTtpas 3akpbITOYTOJIbHAS IIIayKoMa Yacrora Hens3BecTHa
XOpUOUJaJIbHbIN BBIIIOT YacToTa HEU3BECTHA
AputMmus OueHb peaxo
[Tonumopduast kemygoukoBasi TaXUKApAUS
Hapyenus CO | THNA «IHPYIT» (MOTCHIIMAIBHO C JICTAIbHBIM
CTOpPOHBI cepAua ucxonom) (cm. paznensl «Ocobble ykazanus» | YacTora HeM3BEeCTHA
u «B3anMonencTBue C JIPyTUMHU
JIEKapCTBEHHBIMU CPEICTBAMM)
Hapymenns co
ApTepualibHasi TUTIOTEH3US Ouensb peako
CTOPOHBI COCY/IOB
PBota Heuacto
TomHuoTa Penxo
KenmynouHo-kunie4Hble
3anop Penxo
HapyLIEHUs
CyxocTb BO pTY Penko
[Tankpeatut Ouenb penko
Hapymenne pynkuuu nedenu Ouensb penko
Hapyuienus co | BoamoxHo pa3BuTHE MIEYEHOYHOU

CTOPOHBI IICYCHHU n BHHeq)aJ'IOHaTI/II/I B cjiydace IICYCHOYHOM
YacToTa HEen3BECTHA

JKEITUEBBIBOJALINX HEJ0CTaTOYHOCTU (em. pa3nesnbl
nyTen «IIpotuBomnokazanus» u «OcoOble yKazaHUs»)
I'enatur Yacrora HeU3BECTHA
Peakuiny noBbIIIEHHON YyBCTBUTEIBHOCTH Yacto
Makyio-namyJie3Has Cblllb Yacto
[Typmypa Heuacro
AHTMOHEBPOTHYECKHUI OTEK Ouenb penko
Hapymenns co | Kpanusnauna Ouenb penxo
CTOpPOHBI ~ KOXH U | TokcHMYecKui 3MUAepMaIbHbBII HEKPOIIU3 Ouenb penxo
MOJIKO’KHBIX TKaHen Cunpapom Crusenca-J[>x0HCOHa Ouenb peaxo

Bo3mMoxHO O6OCTpeHI/Ie YyKeE HMEIOIIEHCS

o . N YacToTa HeU3BECTHA
OCTpPO¥ CUCTEMHOM KPaCHOMW BOJYaHKU

Peakiuu poTOUyBCTBUTETHLHOCTH (CM. pa3ien
YacToTa HEU3BECTHA
«Oco0bIe yKazaHHs»)

Hapymenus Cco
CTOpoHbl  moyek U | [Ioueynas HEAOCTATOYHOCTH Ouenb penko
MOYEBBIBOIALIUX IIyTEH

Hapymenus co | Cnazm mbIIg YacToTa Hen3BeCTHA

CTOPOHBI  MBIIIEYHOMW, | MpIieuHas ciiabocTh Yacrora Hen3BecTHA
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

CKEJIETHON u | Muanrus (NOCNE NOBATE| HacroraHen3BecHA
COCIUHUTENLHON TKaHu | PabgoMuonns HaCTOTa HCHN3BeCTHa
Hapymenus co

CTOPOHBI

pENpOAYKTUBHOMN DpeKTHIbHAS TUCPYHKITUS Heuacrto

CHCTEMBI W MOJIOYHBIX

Kenes
Yamuuaenune waTepBana QT ma JKI (cm.
pazzmensl  «B3aumoneucTBue ¢ APYTMMH
YacroTa HEnM3BeCTHA
JIEKapCTBCHHBIMU cpeacTBaMu» U «OcoObie
yKa3aHUsD»)
JlaboparopHble u | [loBbIIEHNE KOHLIEHTPALIUHU TTIFOKO3bI B KPOBU
Yacrora Hen3BecTHa
WHCTPYMEHTAJIbHbBIE (cm. pazgen «Ocobble ykazaHUs)
JaHHBIC IloBbnmienue KOHLEHTPaUuu MOYEBOU

KHCIOTBI B KpoBU (cM. pasmen «OcoOble | YacToTa HEM3BECTHA
YKa3aHUs»)

HOBI)IHICHI/IG AKTUBHOCTH «IICYCHOYHBIX))
YacToTa HeU3BEeCTHA
(bepMeHTOB

Onucanue omoenbHbIX HeXCenamenbHbIX PeaKyull

B pamkax uccnenosanuii 11 u Il ¢a3sl, cpaBHUBaOMIMX WHIAIAMU] B A03upoBKe 1,5 mr u 2,5 wr,
BBISIBJIEHO /10303aBHCUMOE BIIMSIHUE MHAANaMUJ1a Ha YPOBEHb KaJlus B IUIa3Me KPOBHU:

— Munanamun 1,5 Mr: KOHIEHTpaLus Kainus B IJ1a3Me KpoBU MeHee 3,4 MMouib/1 Habmoganacs y 10
% TMalueHTOB U KOHLEHTpalMs Kalusd B I1a3Me KpoBU MeHee 3,2 MMoib/n Habmopanack y 4 %
NaUEeHTOoB Yepe3 4—6 Henens nocie Havana tepanui. [locne 12 Henens Tepanuu cpegHee CHUKEHUE
KOHIEHTpALUU Kalusl B I1a3Me KpoBH cocTaBiisiio 0,23 MMOJIb/I.

— Mupanamun 2,5 Mr: KOHIIEHTpAIUs Kalus B IJIa3Me KPOoBH MeHee 3,4 MMoJIb/JT HaO01a1ach y

25 % nalnuMeHToB M KOHIIEHTpAlLKs Kajus B IU1a3Me KpoBU MeHee 3,2 MMoJb/11 Habmonanacs y 10 %
nalueHToB yepe3 4—6 Henens nocie Havyana tepanuu. [locne 12 Henenb Tepanuu cpeHee CHUKEHHE

KOHIEHTpALlUU Kalus B I1a3Me KpoBH cocTasiisiio 0,41 Mmos/im.

Ilepeno3upoBka
Cumnmombl
WMupamamu)t nake B 09€Hb BBICOKUX J103aX (10 40 Mr, T.e. B 27 pa3 0oJIbIIe TepareBTHICSCKON J1036I)

HE OKa3bhIBACT TOKCHYCCKOI'O JIGIZCTBPIH.
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[Ipu3Hakk OCTPOro OTPABIICHHs JICKAPCTBCHHBIM PYIAPATOM B [HEPBYIQ |OHCPCHE, CBABAHbI C

HApYIICHHEM BOJIHO-3JICKTPOJIUTHOTO OanaHca (THIOHATPUEMHs, THUIIOKaIHeMust). M3 KIMHu4IecKnx
CUMITOMOB NEPEJO3UPOBKM MOIYT OTMEYaTbCsA TOILIHOTA, PBOTA, apTepuabHas TUIOTEH3US,
CYJIOpOTH, BEPTUT0, COHJIUBOCTh, CIIyTAHHOCTh CO3HAHMS, MOJIUYPHS WM OJUTYPHS C BO3MOXHBIM
MEPEXO0JIOM B aHYPHUIO (BCIIEICTBUE TMIIOBOJIEMHUN ).

Jleuenue

Mepbl HEOTJIO)KHOM TOMOIIM CBOJATCS K OBICTPOMY BBIBEJCHHMIO Mpenapara W3 OpraHu3Ma:
NPOMBIBaHHE JKEJIyAKAa W/WIM Ha3HAUCHHWE AaKTUBUPOBAHHOTO YINIA C  MOCIEIYIOIIUM
BOCCTAHOBJICHHEM BOJHO-3JIEKTPOJIMTHOTO OaiaHca B CHEIHMATM3UPOBAHHOM OTJICTICHHUH.
B3aumopneiicTBHe ¢ APYTMMH JIeKAPCTBEHHBIMH CPeACTBAMM

Komobunayuu, ne pexomenoyemoie K npuMeHeHUI0

Ilpenapamul nrumus

[Ipy ogHOBpeMEHHOM MPUMEHEHMHM WHJANaMHAa W MpernapaToB IUTHS, Takke, Kak U IpH
coOnroeHNH 0eccoIeBOM IUEThl, MOKET HAaOJII01aThCs MTOBBIILIEHUE KOHIICHTPALUH JINTUS B IJIa3Me
KPOBH BCJIEJICTBUE CHUXEHHMSI €ro HKCKpPELUH, COINPOBOXKIAIOLIEECS IOSBICHUEM IPU3HAKOB
nepeno3upoBku. [Ipu HEOOXOAMMOCTH AMYpPETHYECKHE MpernapaTbl MOTYT OBITh HCIIONb30BAHBI B
COUYETaHHH C IperapaTaMy JUTHS, TPU STOM CIIEAYeT TIIATeIbHO KOHTPOJIHUPOBATH KOHIIEHTPAILIUIO
JMTHUSA B TIa3Me KPOBU M COOTBETCTBYIOIIUM 00pa3oM MMoa0MpaTh 103y Ipenapara.

Komounayuu, mpeodyrwoujue npedocmopoxcHocmu

Jlexapcmeennvie npenapamovl, cnocoOHble 6b136aMb NOIUMOPDHYIO IHCEYOOUKOBYIO MAXUKAPOUIO
MUNA «RUPYIMY, 8KIIOYUASL, HO He 02PAHUYUBAACD:

— aHTHAapUTMHUYECKUE JIEKapCTBEHHbIE Ipenaparthl A kiacca (Hampumep, XMHUIUH, THIPOXUHUINH,
nu3onupamu, npokanHamu) u IC knacca (daexkannun);

— aHTHApUTMUYECKHE JieKapcTBeHHbIe mpemaparsl Il kmacca (Hampumep, aMUOIapoOH, COTAJOI,
noderunua, nOyTuInI, OpeTUINi, IpOHETAPOH);

— HEKOTOpble aHTUIICUXOTMYECKHE IMpernapaThl: (EHOTHA3WHbI (HApUMEp, XJIOPIPOMAa3HH,
uaMeMa3uH, JIeBOMENpPOMa3uH, TUOpUIA3uH, Tpudiayonepasus, ¢uydeHasus), OeH3aMU/IbI
(HampuMmep, aMUCYIBIPUI, CYJIBIHUPUI, CYJIBTONPHUI, THANPHA), OYTUpPO(DEeHOHBI (HampuMmep,
JpONEPUIOI, TAJONEPUAON), APYTHE AHTUIICUXOTHUYECKHUE IpernapaTsl (HampuMmep, NHMO3H],
CEepPTUHON);

— AHTUJENPECCAHThI: TPUIUKINYECKUE aHTUICTPECCAHThl, CEIEKTUBHbIE MHIMOUTOPHI OOpPaTHOTO

3axBaTa CECPOTOHUHA (I_II/ITaJ'IOHpaM, BCHI/ITaJlOHpaM);
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—  aHTMOaKTepUalbHbIC  CPeACTBA:  (GTOEXUHOIOHE () ((HEBOGIOKCIWHIH, |-| MOKCHQIIOKCALIMH,

cnap¢Iokcayt, MUNPO(IOKCAUH); MaKpOJUIbl (SPUTPOMHUIIMH NPH BHYTPUBEHHOM BBEACHUH,
A3UTPOMHMIIVH, KJIIAPUTPOMUIIMH, POKCUTPOMUIINH, CITUPAMHIINH ), KO-TPUMOKCA30JI;

— IPOTUBOIPUOKOBBIE CpEACTBA psAda a30J0B (BOPUKOHA30J], MTPAKOHA30J, KETOKOHA30I1,
baykoHa30m);

— IPOTHBOMAIIIPHIHBIE CPECTBA (XUHUH, XJIOPOXHH, Me(PIIOXUH, TaTo(aHTpuH, TyMedaHTpuH);

— aHTUAHTMHAJIbHBIE CPEJCTBA (paHOIa3uH, OECpUan);

— IPOTUBOOIYXOJEBbIE MpenapaTsl U UMMYHOCYNPECCaHThl (BaHIETaHUO, MBIIIbIKA TPUOKCH],
OKCAJIMIIATHH, TAKPOJIUMYC, aHaTrpesiua);

— [IPOTUBOPBOTHBIE CPe/ICTBA (OHJAHCETPOH);

— CPE/CTBA, BIUAIONINE HA MOTOPHKY eIy JOYHO-KUIIEYHOTO TpaKTa (U3anpua, JOMICPUIOH);

— QaHTUTUCTaMUHHbIE CpPeJICTBA (aCTeMU30J1, TepHeHaTUH, MU30JIACTHH);

— IpOYMe aKTUBHBIE BEIIECTBA: NEHTAMUANH, TU(EeMaHNI, BHHKAMUH IPY BHYTPUBEHHOM BBEJICHUH,
BA30MPECCHH, TEPJMIIPECCHH, KETaHCEpUH, NpoOyKoyd, mporodon, ceBodaypaH, TEepOIUINH,
IIMJIOCTA30JI, METAJIOH.

[ToBbIIIEHHBIN PUCK Pa3BUTHSI JKETYJOYKOBBIX apUTMHIA, B YACTHOCTH MTOJUMOP(HOH JKeITy10UKOBOM
TaXUKaAP/AUU THUIA KITUPYIT» ((PAKTOp PUCKA — TMITOKATUEMHUS).

[lepen Ha3HAUEHHEM KOMOMHUPOBAHHOW TepaMy MHIAIAMUIOM U YKa3aHHBIMH BBIIIIE TIperapaTaMu
CIIEZlyeT TPOBECTH HCCIENOBAaHHE C IENBI0 BBISBICHUS THIIOKAIMEMHH W TPH HEOOXOIUMOCTH
npoBecTH Koppekiuto. HeoOXoauM KOHTpPOJIb KIMHMYECKOT'O COCTOSIHUS IallMeHTa, KOHTPOJb
CoJIepKaHuUs HIIEKTPOJIUTOB B I1a3Me KpoBH, nokazareneit OKI'.

Y mnanueHToB C TUNOKAaJIMEMHEH HEOOXOJMMO TPUMEHSTH NpenapaThl, HE BbBI3BIBAIOIINEC
MOJTMMOP(HYIO JKEITYAOUKOBYIO TAXHKAPIHUIO TUTIA «ITHPYITH.

Hecmepououvie npomugosocnanumenvuvie npenapamvl (Npu CUCMEMHOM RPUMEHEHUU), 8KII0Yas.
cenekmugnvie uneubumopwl L{OI-2, gvicokue 003bl ayemuicaruyuioson Kuciomsl (= 3 o/cymxu)
Bo3MOXHO CHM)KEHUE aHTHUTUTIIEPTEH3UBHOTO (P eKTa nHaanamua.

VY 00e3BOKEHHBIX MAIMEHTOB CYIIECTBYET PHCK Pa3BUTHS OCTPOW TMOYEYHOW HEIOCTATOYHOCTH
BCJIEJICTBUE CHIDKEHUS KIyOoukoBOM ¢QuibTpammu. Ilanmentam HeoOXOAMMO KOMIIEHCHPOBATH
HOTEPIO XKHUAKOCTH U B Hayajie TePANny TIATEIbHO KOHTPOIUPOBATh (PYHKIUIO TTOYEK.
Hneubumopuol aneuomensun-npespawaroujeco pepmenma (AI1D)

Haznauenne uuru6uropos AII® ¢ nu3HayanbHO CHUKEHHON KOHIIEHTpAIlMel HOHOB HATpUs B KPOBU

COIIPOBOKAACTCA PUCKOM BHE3aIlHOM apTepHaﬂBHOﬁ TUIIOTCH3UU /WU OCTpOfI MMOYEYHOMN
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HEJI0CTATOYHOCTH (B YACTHOCTH, Y NALMEHTOB [CO CTEHOBPNITOY €9HOM-ApTEPAM)- (1 Tk (100 2)

[lauentam ¢ apmepuanvuoii  eunepmensuer W BO3MOXKHO  CHM)KEHHOM,  BCIIEJCTBUE

MPEIIIECTBYIONIETO TPUMEHEHUS TUYPETUKOB, KOHIIEHTPAIUEl HOHOB HATPHS B KPOBU, HEOOXOTUMO:

— 3a 3 naHA 1O0 Hayana JjedeHus wuHruoutopoMm AIID mnpekparuth NpueM IUYpEeTHKOB. B
JanbHEWIeM, MpU HEOOXOIMMOCTH, NpPHEM HEKaauiicOeperawomero AuypeTuka MOXKHO
BO300HOBUTS;

— WIM HaYyuHaTh Tepanuio HHruoutopoM AlID ¢ HU3KHX 703, ¢ MOCICAYIONINM ITOCTETICHHBIM
YBEJIMUYEHUEM JI03bI B CITy4ae HEOOXOAUMOCTH.

Ilpu xponuueckotii cepoeunoii Heoocmamoyrnocmu nedenne naruontopamu AIID cnenyer HauMHATH

C CaMbIX HHM3KHX JI03 C BO3MOXXHBIM IPEIBAPUTEIHHBIM CHIKCHHEM 03 HEKalIniicOeperaromiero

JTNypPETUKA.

Bo ecex cnyuasx, B mepBble Henmenu mnpuema UHrHOUTOpoB AlID y manueHTOB HEOOXOIUMO

KOHTPOJIMPOBATh (PYHKIIMIO MOYEK (COoAepKaHNe KpeaTUHUHA B IJIa3Me KPOBH).

Jpyaue npenapamuvl, cnocoOnvie 6b136amb UNoKaluemuro. amgomepuyun B (8/8), entoko- u

MUHEPATOKOPMUKOCMEPOUObl (NpU CUCIMEMHOM HNPUMEHEeHUlU), mempaKo3akmuo, ciabumenvhbie

cpedcmaea, cmuMyaupyoujue MOmopuKy KUeuHuKa:

YBenuueHue pucka pa3BUTHS TUIOKATMEMUU (aJAUTUBHBIN 3P eKT).

Heo0xomuM MOCTOSIHHBIA KOHTPOJIh KOHIICHTPAIMK KaJKsl B TIa3Me KPOBH, IMPH HEOOXOIUMOCTH —

ee koppekuus. Ocoboe BHHUMaHUE CIEIyeT YAENATh IMalleHTaM, OJHOBPEMEHHO MOIyYaroliuM

CeplieYHble  TIMKO3HUIbl. PekoMeHIyeTcs  HCIONb30BaTh  Cla0UTENbHBIE  CpPEACTBa, HE

CTUMYJIMPYIOIIME MOTOPUKY KHIIIEUHHUKA.

baxnogen

OTMeuaeTcsl yCHICHHE aHTUTUTIEPTEH3UBHOTO Y dexTa.

[TaruenTaM HEOOXOAUMO KOMIIEHCHPOBATh MOTEPIO JKUAKOCTH W B Hayalle JICYCHHs TIIATEIhHO

KOHTPOJHUPOBATh (PYHKIIUIO MTOYEK.

Cepoeunvie enuxko3uobl

['unokanuemMust /MM TUTMOMAarHUEMHsT MOXKET MPOBOIMPOBATH YCHJICHHE TOKCHYECKHX 3((PeKToB

Cep/ICUHBIX MNUKO3UI0B. [Ipr 0JHOBpEMEHHOM NPUMEHEHUH UHIallaMK/1a U CEPJICYHBIX TJIMKO3UI0B

clenyeT KOHTPOIUPOBATh KOHIIEHTPALIUIO KaJIMsl U MarHus B miia3me KposH, nokazarenu JDKI', u, npu

HE0OXOAMMOCTH, KOPPEKTUPOBATH TEPATTHIO.

Komounayuu, mpeodyrougue 0co6020 6Humanus

Annonypunon
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CoBMecTHOE TNPUMEHEHHE C MHJAnaMH[ MOXET| MOBBIIATE! A\ VICK |, PA3BUTIA]) (PEaK LMt

TUTNEPYYBCTBUTEIBLHOCTH K AJIOMYPUHOIMY.

Komounayuu, mpedyroujue 6Humanus

Kanuiicoepezarowue ouypemuxu (amunopuo, CRUpOHOIAKMOH, MPUAMIMEDPEH)

KomOuHupoBaHHas Tepanus WHAAAMHIOM U KallnicOeperarIuMi TUypeTUKaMU 1IeJIeco00pa3Ha y
HEKOTOPBIX MAIUEHTOB, OJHAKO MIPHU 3TOM HE MCKIIIOYACTCS] BOZMOKHOCTh PA3BUTHS TUIIOKATHEMUN
WIH TUTNEpKATMeMUuH (OCOOCHHO y MAllMEHTOB C MOYEYHON HEIOCTATOYHOCTHIO WM y MAlMEHTOB C
caxapHbIM quabeTOM).

Heo0XxomMo KOHTPOJIUPOBATh KOHIICHTPALMIO Kaius B Iu1a3Me KpoBH, mokaszarenmu DKI u, mpu
HE00XO0IMMOCTH, KOPPEKTUPOBATH TEPAITHIO.

Memopmun

OyHKIMOHANBHAS TIOYEYHAsT HEJAOCTaTOYHOCTh, KOTOpas MOXKET BO3HUKaTh Ha (OHE mpuema
JMYPETUKOB, OCOOCHHO IETJICBBIX, MOBBIIMIACT PHCK Pa3BUTUS HHIYLIUPOBAHHOTO METPOPMHHOM
MOJIOYHOKHCIIOTO aln/03a.

He cnenyer npumeHsaTH MeT(HOPMHUH, €CITH YPOBEHb KPEaTUHUHA B TJIa3Me KPOBH MPEBHIIIAST 15 M1/
(135 mxmomnb/n) y MmysxuuH 1 12 mr/a (110 MKMOIIB/JT) y SKEHIIHH.

Hoocoodepaicawyue konmpacmuvie seuyecmsa:

B ciydae o6e3BokuBaHus opraHu3Ma Ha (OHE MpUeMa TUYPETHICCKUX MPENapaTOB yBEIMIUBACTCS
PHUCK pa3BHTHS OCTPOI MOYCUHON HEIOCTATOYHOCTH, OCOOCHHO TPHU MCIOJIB30BAHUU BBICOKHX J03
fozicomep Kalux KOHTPACTHBIX BEIIECTB.

[lepen npuMeHeHHeM HoOJCOIEPKANIMX KOHTPACTHBIX BEHIECTB MAallieHTaM HE00X0IUMO
KOMIICHCHPOBATH TIOTEPIO JKUKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE NPENnaApanbl

[IpemapaTsl 5TUX KIACCOB OKa3bIBAIOT AHTUTHIEPTEH3UBHOE JECHCTBHE W YBEIMUYMBAIOT PUCK
pPa3BUTHS OPTOCTATUYECKOM TUMOTEH3UH (aITUTUBHBIN 2D (DEKT).

Kanvyuii (conu)

[Tpr OTHOBPEMEHHOM NMPUMEHEHUH BO3MOXKHO PAa3BUTHE THICPKAIBIIUEMHUH BCIICACTBHE CHIDKCHUS
BBIBE/ICHUS NOHOB KAJIbIIUS TTOYKAMH.

Luknocnopun, makpoaumyc

B03MOXHO yBeTMYeHNE KOHIICHTPAIIMH KPeaTHHUHA B TUIa3Me KPOBU 0€3 U3MEHEHUS KOHIICHTPAIUH
[IUPKYJIUPYIOMIETO IUKIOCTIOPHHA, JIaXKe MPU OTCYTCTBHH ITOTEPH BOJIBI K MOHOB HATPHSL.

Kopmuxocmepououvie npenapamol, mempaxozaxmuo (cucmemHoe Ha3HaveHue)
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CHMKEHHE aHTUTMIIEPTCH3UBHOTO d(deKTa (3dnepkka BPHBEIH HOHDB HATPAs B-NGBYIIHTATS NCHCTBIA

KOPTUKOCTEPOUJIOB).

Oco0ble ykazanus

Hapywenus ¢pynkyuu nevenu

[Ipy Ha3HaueHUM THA3UAHBIX M THUA3UIONOJOOHBIX JUYPETHKOB Yy MAIMEHTOB C HapyIIECHUSIMU
(GYHKIMU TI€YeHH, OCOOCHHO B Cly4yae HAapYUICHHS BOJHO-3JIEKTPOJUTHOTO OanaHca, BO3MOXHO
pa3BUTHE MEYEHOYHOH PHIIe(ATONaTHH, KOTOPas MOXKET IMPOrPECCUPOBATH A0 EUEHOYHON KOMBI. B
9TOM CiIy4ac IPUMEHEHHUE JUYPETUKOB CIIELYET HEMEIJICHHO IIPEKPATUTD.

Peaxyuu pomouyscmeumenvrnocmu

Coo0mmaiocs 0 ciydasx pa3BUTHS peakinuii GOTOUyBCTBUTEILHOCTH Ha (DOHE IpHEMa THA3HIHBIX
THA3UA0NOJO0HBIX AUYPETHKOB (cM. pasznen «Ilobounoe aeiictBue»). B ciydae pa3Butusi peaxiuii
(OTOUYBCTBUTEIIBHOCTU HA (hOHE IpUeMa JICKapCTBEHHOI'O IpenapaTa peKOMEHAyeTcs MPEeKpaTUTh
neyenue. Ecnu moOBTOpHOE Ha3HaueHWE JUYPETHKA IPU3HAHO HEOOXOIUMBIM, PEKOMEHAYETCS
YYaCTKH OT COJIHEYHBIX JIy4eil MM HCKYCCTBEHHBIX YIIbTPa(rOIeTOBBIX JIyueii Tuma A.
Bcnomozamenvhule gewjecmea

[TanuenTam ¢ peako BCTPEYAIOIIEHCS HACIEACTBEHHOW HEMEPEHOCHMMOCTBIO TajaKTO3bl, IOJIHOU
JAKTa3HOM HEJJOCTATOYHOCTBIO MIIM TIIOKO30-TaJlakKTO3HON MajbaOcopOLueil He clieayeT NpUHUMAaTh
JexapcTBeHHbIN npenapar Muananamua @apmacusres.

Oco0bIe MepPHI ITPETOCTOPOKHOCTH TIPU IIPUMEHEHNUHT

Boouno-anekmponrummnuiii banranc

CO@@DDfCClHue UOHO6 HAMPUA 6 Nid3me Kposu

Jlo Hayana jeyeHuss He0OXOAMMO OMPEENIUTh KOHIEHTPALMI0O HOHOB HATpHs B Iula3me KpoBu. Ha
(doHe mpuema npenaparta CieIyeT PEeryJsspHO KOHTPOJIMPOBATH 3TOT IOKa3arenb. Heobxomum
MIOCTOSIHHBIA KOHTPOJIb KOHIEHTPAallMd HWOHOB HATpHsl, TaK KakK IIEPBOHAYAIBHOE CHIKEHHE
KOHIIGHTPAllMM HaTpus B IUIa3Me KPOBU MOXKET ObITh OeccMMNTOMHBIM. bonee uyacTbiii KOHTpPOIb
NOKa3aH MalMeHTaM ¢ LUPPO30M IEUSHH M JIMIAM IMOKUIOro BospacTa (cM. pasneinsl «IloGounoe
neiicteue» u  «llepeno3upoBka»). JloOoit nuypeTudeckuii mpemapar MOXKET BbI3bIBATh
TUIIOHAaTPUEMHUIO, NPUBOJALLYI0 MHOIZIA K KpalHE TsKENbIM IOCIEACTBUAM. [HMmoHaTpuemus B
COYETaHUU C THUIOBOJIEMHEH MOryT OBITh NPUYUHONM O00€3BOXKMBAHUS M OPTOCTATUYECKOM
THUITIOTCH3HUH.

COHYTCTBYI-OHIGG CHMXXCHHUEC KOHICHTpAllMKM HOHOB XJIOpa B IJIa3ME KPOBU MOXKET NPUBOAUTH K

BTOPUYHOMY KOMIICHCATOPHOMY MeTa60JII/I‘{eCI(OMy AJIKAJI03y: YaCTOTa pa3BUTHA W CTCICHDb
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ot 31.071.2025 Ne 2248
BBIPOKEHHOCTH ATOTO 3 (deKTa He3HAUYNTETHHBI. MOCNENOBATENBHOCTE 0002}

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

Codepo.lcaHue UOHO6 KAJUA 6 njidsme Kposu

[lpu Tepanuu THA3UIHBIMU U THA3HIONOJOOHBIMU JUYPETHKAMH OCHOBHOM PHCK 3aKJIIOYAeTCs B
CHMIKEHMM KOHIIEHTPALMU KaJlus B IJIa3Me KPOBH U Pa3BUTUU TMIIOKAJIMEMUU.

['nnokanuemust MOXKET BbI3bIBAaTh MbILIEUHBIE paccTpoiicTBa. CoobIanocs o ciayvasx padbaoMuomm3a,
B OCHOBHOM Ha (OoHE TOKEIoW TunmokanmuemMud. HeoO0XommmMo mpenoTBpamarh pa3BUTHE
runokaneMun (< 3,4 MMOJIB/IT), Y IAIIMEHTOB TPYIIIBI MOBBIIIEHHOTO PUCKA: MAMEHTOB MOXKUIIOTO
BO3PAcTa, UCTOLIECHHBIX /WX MOJYYarOIIUX COYETAaHHYI0 MEIMKAaMEHTO3HYIO TEPaIuio, MallueHTOB
C LIUPPO30M NE€YEHH, NepUPEepUUeCKUMHI OTEKAMHU U aCLIUTOM, MALUEHTOB C MIIEMUYECKON 00JIe3HBIO
ceplua, CepAEYHOM HEIOCTaTOYHOCThbIO. [MIoKanueMus Yy TakuX [allMEHTOB YCUJIMBAET
KapAMOTOKCUYHOCTb CEPACUHBIX TJIMKO3U/I0B U MOBBILIAET PUCK PA3BUTHUS apUTMUM.

[TauuenTs! ¢ yuinHeHueM uHTepBana QT, Kak BpOKICHHBIM, TaK U BBI3BAHHBIM JIEKAPCTBEHHBIMU
npenapaTtamMM, OTHOCATCA K TIpylne pucka. ['mnokamuemus, Kak M Opaguxapius, sBIsSETCS
COCTOSIHUEM, CIIOCOOCTBYIOIIMM pa3BUTHIO TSDKEIOW apuUTMUU, B YaCTHOCTH, MOIMMOP(HOM
HKEITyJ0YKOBOM TaXMKapIMU TUIA ITUPYIT», KOTOPAst MOKET IPUBECTHU K JIETAIIBHOMY UCXOJY.

Bo Bcex onMcaHHBIX BBILIE COydasx HEOOXO0AUMO KOHTPOJIUPOBATh KOHIIEHTPALIUIO KaJIKsl B IUIa3Me
KpoBH, OoJiee yacTo, ueM o0bI4HO. [lepBoe u3MepeHue KOHLEHTpalMi HOHOB KaJlus B IJIa3Me KPOBU
JIOJKHO OBITH BBIMTOJTHEHO B MEPBYIO HENIENIO OT Havaja JCUCHHS.

[Ipy BBISIBIEHUHM TUNOKAIMEMUU JIOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOLIEE JIEUCHHE.
['mnokanuemusi, BBISIBJICHHAs B COUETaHUM C HU3KOW KOHIIEHTPALMEl MarHus B IJIa3M€ KPOBH, MOXKET
OBITh YCTOMYMBOM K JICYEHHUIO, B CIIydae, €CIIM He CKOPPEKTUPOBAHO COJIEpKAHUE MarHus B IUIa3Me
KPOBH.

Codepofcanue MACHUA 6 Niasme Kpoeu

bbuto mokazaHo, YTO THa3WAHbIE M THUA3UAONONOOHBIE IUYPETUKH, BKJIIOYas HWHAANaMUI,
YBEJIMYHBAIOT SKCKPEIMIO MarHusi ¢ MOYOH, 4YTO MOXKET IMPUBECTH K THIIOMAarHUeMHUH (CM. pa3Jielibl
«B3auMojieiicTBIE C IPYyTUMH JIGKAPCTBEHHBIMU cpeicTBaMmu» U «[100049HOE JelicTBHEY).

CodepofcaHue Kdivbyus 6 niasme Kpoeu

TuazuaHble ¥ THA3UJIONOAOOHBIE TUYPETUKH MOTYT YMEHBIIATh BBIBEACHUE KaJIbIUS MOYKAMU U
NPUBOJUTh K HE3HAYHTEILHOMY M BPEMEHHOMY TOBBIIICHUIO YPOBHS KajbllMs B IUIa3Me KPOBH.
HctnaHas THICPKAIIBOUEMHUSA  MOXET OLITH CICACTBHUEM paHEC HE JUArHOCTHPOBAHHOI'O
THIIepIIapaTHPEO3a.

Cne;[yeT MNPCKpaTUTL MNPUCM HOUYPCTUYUYCCKHUX MPCIapaToB MNCPEA HUCCICAO0BAHUCM (I)YHKI_II/II/I
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 31.07.2025 Ne 2248
MTapamyTOBUAHBIX JKECJIC3. (NOCNEOOBATENBHOCTE 0002)

Cooepoicanue 2nioKo3vl 8 niame Kposu
BaxxHO KOHTPOJIMPOBATH KOHIIEHTPAIUIO TIIFOKO3bl B KPOBH Y IMAIMEHTOB C CaxapHBIM JUabeToM,
0COOEHHO IPH HAJTMYUHU TUITOKATHUEMHUH.

Mouesas kucroma

VY MauueHToB ¢ TUIEPYPUKEMHUEH MOXKET YBEJIMUUBATHCS PUCK PA3BUTHSI MPUCTYIIOB MOIArPhI.
Huypemuueckue npenapamsl u QpyHKyus novex

TuasuaHple U THA3UAONOAO0HBIC TUYPETUKHA dPPEKTHUBHBI B MOJHOW MEpPE TOJIBKO Y IMAIIMEHTOB C
HOPMAaJIbHOW MJTM HE3HAYMTEIIbHO HAPYIICHHON (PYHKITMEH IMOYeK (CoaepKaHne KpeaTHHUHA B IIJIa3Me
KPOBH y B3POCIBIX JIUII HIDKE 25 MTI/J1 niu 220 MKMOJIB/JT). Y TIAIIMEHTOB IMOKHIIOTO BO3pacTa YPOBECHb
KpeaTHHHMHA B IJIa3ME KPOBHU PACCUUTHIBAIOT C YYETOM BO3pPacTa, MaCChl TeJa U TMoJIa.

CrnenyeT yuyuThIBaTh, YTO B Hayaje JICYCHUS Yy MAIIHEHTOB MOKET HaOII0JaThCsl CHIXKEHUE CKOPOCTH
KIIyOOuKoBOH (hUIIbTpaliuu, 00yCIOBIEHHOE THUIIOBOJEMHEH, KOTOpas, B CBOIO Odepe/b, BbI3BaHA
MoTepei BOABI M MOHOB HaTpus Ha (oHE mpuema AuypeTudeckux mnpernapartoB. Kak ciencreue, B
1J1a3Me KPOBU MOKET YBEIIMUMBATHCS KOHIICHTPALIMS MOYEBUHBI M KpeaTHHUHA. Takasi TpaH3uTOpHas
GbyHKIIMOHAIbHAS MMOYE€YHAs HEJOCTaTOUYHOCTh HE MMEET KIMHUYECKOTO 3HAU€HUs y IMAlUEeHTOB C
HOPMAJIbHON (PYHKIMEH MOYEK, OJHAKO MOXKET YCYIyOJsTh y)Ke€ MMEBIIYIOCS 10 Hayala JICYeHUS
MOYEYHYIO HEJJOCTATOYHOCTD.

Cnopmcmenvl

CnoptcMeHaM clieyeT oOpaTUTh BHMMAaHHE, YTO JIEUCTBYIOIIEE BEIIECTBO, BXOMSIIEE B COCTaB
JeKapCcTBEHHOro npenapara Muganamua dapmacuHTe3, MOXKET J1aBaTh MOJOKUTEIbHBINA PE3yJbTaT
MIPU TIPOBEICHUN TOTTUHT-KOHTPOJISL.

Xopuoudanvruiii eetnom / Ocmpas muonus / Bmopuunas 3aKkpelimoy2oibHas 21aykoma
CynbpoHaMUIBI ¥ KX IPOU3BOIHBIE MOTYT BBI3BIBATh UAMOCHHKPAZUUYECKYIO PEAKITHIO, IPHUBOIAIIYIO
K Pa3BUTHUIO XOPUOHMAATIHHOTO BBIMOTA C NeEKTOM TOJS 3pEHHs, OCTPOH MHUOMHH H OCTPOMY
MPUCTYIY BTOPUYHON 3aKPBITOYTOJIbHOM TTayKoMbl. CUMIITOMBI BKJTFOYAIOT: BHE3AIMHOE CHUKEHUE
OCTPOTHI 3pEHHS WM OOJb B TJIa3aX, KOTOPHIE MPOSBIISIOTCS, KaK MPABWIO, B TEUEHNE HECKOJIBKHUX
YacoB WU HeAeNb OT Havala Tepanud THA3UAHBIM / THa3UJIOMOJOOHBIM auypeTukoM. [lpu
OTCYTCTBHUH JICUCHUSI OCTpPasi 3aKPHITOYTOJIbHAS TTIAyKOMa MOXET MPUBECTH K HEOOpaTUMOI ToTepe
3penus. [lpu mMOsSBIEHMM CHUMIITOMOB HEOOXOJMMO Kak MOXXHO OBICTpee MPEKpaTUTh MPHEM
THA3UAHOTO / THA3UAONMOAOOHOTO auypeThka. FEciaum BHYTpPHIVIa3HOE JaBJICHHE OCTAeTCs

HCKOHTPOJIMPYCMBIM, MOKET HOTpCGOBaTBC}I HCOTJIOXKHOC MCIAUMKAMCHTO3HOC JICUHCHUC MU
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COOTBETCTBYET QKCIMNEPTHOMY OTYETY
ot 31.07.2025 Ne 2248
XUPYPrUdecKoe BMeNare bcTBo. PakTopoM frcKa pa3Byrisi[OCTPOH 3K PHITOY IOMBH O TAYKOMBI

SABJISICTCS AJJIEPTUYECcKasi peakius Ha MPOU3BOAHBIC CYJIb(POHAMUIA WIIA MICHUIMILIMH B aHaAMHE3€.
Biusinue Ha cCIOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEICTBAMM U IPYTHMH MeXaHU3MaMM
Nupnanamu He BIMSET Ha HApyLICHWE BHUMAHHS, HO B HEKOTOPBIX CIydasX MOTYT BO3HHUKATh
pEaKIy, CBI3aHHBIC CO CHHKEHHUEM apTepUaIbHOTO JaBJIEHUS, OCOOCHHO B HaYasle Teparuu Wid Mpu
JM00aBICHUH K IMPOBOJMMON TEPAIUH JAPYTUX aHTUTUNIEPTEH3UBHBIX JICKAPCTBEHHBIX MpermapaToB. B
pe3ylbTaTe CIOCOOHOCTh YIPABIATH ABTOMOOWIEM WM JIPYTHMH MEXaHH3MaMU MOXET ObITh
HapyIlIeHa.

®opma BBINLYCKA

TabneTKu ¢ MPOJIOHTUPOBAHHBIM BBICBOOOXKICHUEM, TIOKPHITHIE TUIEHOYHOW 000I049KO0H, 1,5 MT.
Ilepsuunas ynakoska nekapcmeenno20 npenapama

[To 10 wnu 15 TabieTok B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY M3 IUICHKH MOJTHUBUHIIXJIOPUIHOW U
(G oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

ITo 10, 20, 30, 40, 50, 60, 90 wm 100 TabreToK B OaHKY U3 IMOJMMEPa HU3KOTO JABJICHHS C KPBIIITKOM
HATATUBAEMOW C KOHTPOJEM MEPBOTO BCKPBITHS W3 IMOJUMEpPa HU3KOTO W BBHICOKOTO JABJICHUS.
Bo3MoxHO 3amojHeHHe CBOOOIHOTO MPOCTPAHCTBA BaTOW MEIUIIMHCKOW. Ha OaHkKM HakKJIeHMBarOT
STUKETKU U3 OyMaru 3TUKETOYHON WM MUCYEH, WK U3 MTOJIMMEPHBIX MaTEPHATIOB, CAMOKJICSIIIUECS.
Bmopuunas ynaxoexa nexapcmeennoeo npenapama

Ilo 1, 2, 3,4,5,6, 7,8, 9 wm 10 KOHTypHBIX SYEHKOBBIX YMaKOBOK 1Mo 10 TabieToxk wiu mo 2
KOHTYpHBIE SYCHKOBBIC YMAKOBKM MO 15 TaOneTok BMecTe C HHCTPYKIMEH MO MPUMEHEHHUIO
MOMEIIAIOT B MayKy M3 KapToHAa I MOTpeOuTeNnbckod Tapbl. Ha mauky MOMKeT HakJIenBaThCs
CaMOKJIESIAsCSA DTUKETKA C MAPKUPOBKOU M3 OyMarv STUKETOYHON WIIA MUCUEH, T U3 TIOJTUMEPHBIX
MatepuayioB. [lauku moMemnarT B rpyNnIoByl0 YIIaKOBKY.

[To 1 OGanke BMecTe ¢ WHCTPYKIMEH MO MPUMEHEHHIO MOMEIIAl0T B MayKy W3 KapTOHA MJis
noTpeOUTEeNnsCKOM Tapbl. Ha mauky MoKeT HaKJIeUBaThCs CAaMOKIIESIIAsICS AITHKETKA ¢ MAapKUPOBKOM
13 OyMard STUKETOYHOM WIJIM THUCYEH, WX U3 TOJMMEPHBIX MarepuaioB. [lauku momemaroT B
TPYIIIIOBYIO YIIAKOBKY.

YciaoBus XxpaHeHUs

B 3amumnienHom ot cBeta Mecte pu temneparype He Boiie 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIS JIETEN MECTE.

Cpoxk rognocTu

2 roja.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 31.01.2025 N2 2248

He IMPUMCEHATH 11O UCTCUYCHUHN CpOKa roAHOCT (MNOCNEOOBATENEHOCTE .D.DC._:,.:::

YcaoBus ornycka

OTIyCKaloT MO peuenTy.

Baajesnen perucTpalMOHHOIO0 yA10CTOBEPEHUsI

Poccuiickas @enepanus

000 «®apmacunTe3-TIOMEHBY

625059, Tromenckas o0i., T. TroMeHs, TpakT Bemmkanckuii 7 kM, 1. 2
Ten.: +7 (345) 239-38-56

Anpec aiekTponHo# mouTsl: iINfo-pst@pharmasyntez.com

IIpousBoaurenn

Poccniickas @enepanys

000 «PapmacunTe3-TrOMEHBY

TromeHckas 0011, T. TroMeHb, TpakT Bemmkanckuid 7 KM, 1. 2
Opranun3anusi, NPUHAMAIONIAA IPETEeH3UN 0T MOTPeduTes e
Poccniickas @enepanus

000 «PapmacunTe3-TrOMEHbY

625059, Tromenckas 06:1., . TromeHb, TpakT Benmxanckuit 7 kwm, 1. 2
Temn.: 8-800-100-15-50

Anpec snekTpoHHOM mouThl: info-pst@pharmasyntez.com
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