COOTBETCTEYET 3KCNEPTHOMY OTHETY

ot 03.12.2024 N° 26708
OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOFO TIPEIAPATA “20T)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

®ypocemun, 1 %, pacTBop U1 MHBEKINUN

2. KAUECTBEHHBIN M KOJIUYECTBEHHbBI COCTAB

JleiicTByrOIIEE BEIIECTBO: (DYPOCEMHUI.

Kax it M pactBopa conepxkut 10 mr ¢pypocemuna.

BcenomorarenbHble BellecTBa, HATMYME KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npenapara: HaTpuii (cM. pazaen 4.4.).

[TonHbIi TepevYeHsb BCIIOMOTATEIbHBIX BEIIECTB NMPUBEIEH B passene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
PacTtBOp A1 MHBEKIUI.

[Ipo3paunas GecriBeTHAs )KUIKOCTb.

4. KIIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NPUMeHEHHIO

[Ipenapar noka3aH K MPUMEHEHUIO Y B3POCIBIX, HOBOPOXKICHHBIX, MIIAJICHIIEB, JETEH, TIOAPOCTKOB
10 18 ner. OcoGeHHOCTH MPUMEHEHHS TIpenapaTa y HeJIOHOIIEHHBIX JeTel (cM. paszaen 4.4.).

* OTeyHbIi CHUHIIPOM NIpPHU XPOHUYECKOH CepAeyHOW HEAOCTATOYHOCTH (MPU HEOOXOAUMOCTH
JMYPETHUUECKOM TeparuH).

* OTeuHbIl CUHAPOM IPU OCTPOU CEpAEUHON HEAOCTaTOUYHOCTH.

* OTeYHBII CHHIPOM IPU XPOHUUYECKOW MOYEYHOM HETOCTATOYHOCTH.

* Octpass moyeuHasi HEJOCTATOUHOCTh, BKJIIOUAs TAaKOBYIO IPHU OEPEMEHHOCTH M Oorax (uis
MOJIICPKAHUS BBIBEJICHHS KUKOCTH ).

* OTeyHbld CHUHAPOM MpPH HEPPOTUUYECKOM CHUHApPOME (IIPU HEOOXOTUMOCTH TUYPETHUECKOM
Teparnum).

* OTeyHbIl CHHAPOM IMPH 3200JIEBaHUAX TIEUeHU (ITPH HEOOXOAUMOCTH B JIOMIOTHEHHE K JICUCHUIO
AHTarOHUCTaMU aJbJA0CTEPOHA).

* ['unepToHnvecKuii Kpu3 (B Ka4eCTBE MOAICPKUBAIOIIEH MEPHI).

* [Tognepsxanue GopcUpOBaHHOTO ANYpe3a MIPU OTPABICHUSX.

4.2.  Pe:kuM 103UPOBAHHS M CIIOCO0 MPUMEHEHUsI

IIpy npumeHeHMH ImIpenapara pPEeKOMEHAYETCS BBEACHME €ro B HAaMMEHBIIMX J03aX,
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JIOCTATOYHBIX JJIS JOCTIDKCHUS HEOOXO0IUMOTO ‘epaHerEL'{ééK-(l)Et;léﬂ:ﬁ):é]zgj EHOCTE 0001)

[IponoIKUTENBHOCTD JIEYEHU Y JAETEW U B3POCIBIX ONPEAEIIAETCS BpauyoOM WHIUBUAYAIBHO B
3aBUCHMOCTH OT OKa3aHUM.

PexxuM J103upoBanus

B3pocnvle

PexomenpoBanHasi MakcuMasbHas CyTOYHAas /1032 Il BHYTPUBEHHOT'O BBEJCHHUS Y B3POCIBIX
cocrasiusier 1500 mr.

Omeunvlil CUHOPOM NpuU 3a001e8aAHUAX NeYeHU

[IpenapaT npuMeHseTcs B JOMOJHEHUE K JICUEHUIO aHTAarOHUCTaMU allbJIOCTEPOHA B CIy4yae MX
HemocTatouHoM A dextuBHOCTU. NI TIPEAOTBpAIICHUSI Pa3BUTHS OCIOKHEHUH, TaKUX Kak
HapyIlIeHHEe  OPTOCTATHYECKOM  peryjsluu  KpPOBOOOpAIECHHS,  HApPYyIIEHUs  BOJHO-
AIIEKTPOJIMTHOrO OanaHca WM KHUCJIOTHO-OCHOBHOTO COCTOSIHMSI, TpeOyeTcs TIIaTeIbHbIN
o00p 103kl C TeM, YTOOBI MOTEPS KUAKOCTU MPOUCXOUIIA MOCTENEHHO (B Hayaje JeuyeHus
BO3MOXHA TMOTeps KUAKOCTH npubmmusutensHo 1o 0,5 kr maccsl Tena B cyTku). Ecnun
BHYTPUBEHHOE BBEJCHUE SBISIETCS aOCONIOTHO HEOOXOAMMBIM, TO HadajlbHas J03a s
BHYTPHUBEHHOTO BBeeHUS cocTapisieT 20—40 mr.

Omeunvlii CUHOPOM NPU XPOHUHECKOU NOYEUHOU HeOOCMAMOYHOCIU

Hatpuitypernueckass peakuuss Ha Tpenapar 3aBUCUT OT HECKOJbKHUX (PAKTOPOB, BKIIOUas
BBIPAKEHHOCTh [MOYE€YHOW HEJOCTaTOYHOCTU U COJAEP)KaHHE HATPHUS B KPOBH, MOATOMY 3PPeKT
OT 7036l HE MOXET OBbITh TOYHO NpPEeACKa3yeMbIM. Y MAalHUEHTOB C XPOHUYECKON MOYEHHOM
HEJOCTAaTOYHOCTHIO TpeOyeTcs THIaTeNbHbIN MOI00p 036l IyTEM €€ MOCTEIIEHHOTO MOBBIILICHUS
C TeM, 4TOObI MOTeps >KUJIKOCTH MPOUCXOAMJIA MOCTENEeHHO (B Hayale JIEYeHHUS BO3MOXKHA
HOTEPS KUIKOCTH NPUOIU3UTENLHO 10 2 JI B CYTKH, YTO MOXKET COCTaBMTh 10 280 mmonbs Na* B
CYTKH). Y TAaIMEHTOB, HAXOASIIMXCS Ha TeMOJualn3e, OOBIYHO MOAJCPKUBAONIAs 1032
cocraiusieT 250—1500 Mr/cyTku BHYTpb.

[Ipu BHYTpUBEHHOM BBEJICHUH 032 Mpenapara MOKeT ObITh ONpeesieHa CIEeAYIOIUM 00pa3oM:
JIeYeHWE HAYMHAIOT ¢ BHYTPHUBEHHO-KAMEIBLHOTO BBEACHHUS cO cKopocThio 0,1 Mr B MUHYTY, U
3aTeM MOCTENEHHO YBEIMYUBAIOT CKOPOCTh BBEACHMS Kaxaple 30 MMHYT B 3aBUCHUMOCTU OT
TepaneBTHYeCcKOro AP deKTa.

Ocmpas noveunas HedOCMamouHoOCmy (015 NOOOEPIHCAHUSL 8bIBEOEHUS HCUOKOCTUL)

[lepen Hayamom JeueHUs MpemapaToM JOMKHBI ObITh YCTPaHEHBI TUIIOBOJIEMHUS, apTepHalbHas
TUTMOTEH3US ¥ 3HAaYMMble HapYIIEHUS BOIHO-3JIEKTPOJIUTHOrO OanaHca W/WIM KUCIOTHO-
OCHOBHOTO COCTOSIHHSI. PekoMeHyeTcsi, 4ToObI MalueHT Kak MOKHO paHbIe ObLT EpeBeieH C
BHYTPUBEHHOTO BBEJICHUS IperapaTa Ha MpUeM Iperapara B JIEKapCTBEHHOU ¢dopme TabaeTku

(mo3a a1 mprieMa BHYTPb 3aBUCHT OT MOAOOPaHHOM JT03bI JUISI BHYTPUBEHHOTO BBEIICHHS).
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Pexomenayemas HavanbHas 1034 JUIsl BHYTPUBGHHOIO B@%QE%%‘%&EQE%'%TE%'M)CHG

€e BBEJCHHS HE JOCTUTACTCS HEOOXOIUMOTro JUypeTudeckoro 3¢ ¢ekra, To mpenapat MOKHO

BBOJUTh B BHJIE HENPEPBHIBHONW BHYTPUBEHHOW WH(Y3WH, HAYMHAS CO CKOPOCTH BBEICHUS

50-100 mr B yac.

Omexu npu Heghpomuueckom cuHopome

PekomennoBanHas HavyanbHas J1o3a cocraBiaser 20-40 mr B cytku. HeobOxomumas mo3a

MOI0OMPACTCSl B 3aBHCHMOCTH OT Juyperndeckoro 3ddekra. CyTouHas 1032 MOXKET BBOJIUTHCS

OJTHOKPATHO WMJIM JICTIUTHCS HA HECKOJIBKO BBECHUH (CM. pasnensl 4.4. u 5.2.).

Omeunvlii CUHOPOM NPU XPOHUHECKOU CepPOeUHOl HedOCMamo4HOCmU

PexomennoBanHass HawyanbpHast no3a coctaBiasier 20-80 mr B cytku. HeoOxomumast mosa

noAOUpaeTcss B 3aBUCUMOCTH OT JUYPETUYECKOTO OTBeTa. PeKoMeHmyeTcsi, 4ToObl CyTOUYHas

JI03a JeJINiIach Ha 2—3 BBeIACHUS.

Omeunviii CUHOPOM NPU OCMPOLL CePOEYHOU HEOOCMAMOYHOCIIU

PexomennoBanHas HawanbHas fqo3a npenaparta cocrasisieT 2040 mMr B BHJE€ BHYTPUBEHHOIO

O0omocHOTO BBeneHUsA. [Ipu HEOOXOAMMOCTH J03a Tpemapara MOXET KOPPEeKTHPOBATHCS B

3aBUCHMOCTH OT T€paneBTUYECKOro 3dexra.

T'unepmonuueckuu kpus

PexomennoBanHas HauanpHast go3a coctaBisieT 20—40 Mr myTeM BHYTPUBEHHOTO OOJIFOCHOTO

BBeseHus. Jl03a MOKET KOPPEKTUPOBATHCA B 3aBUCUMOCTH OT 3(pdekTa.

Iloooepoicanue ghopcuposannozo ouypesa npu ompagieHusx

[IpenapaT npuMeHseTcs B OMOJIHEHUE K BHYTPUBEHHOW WMH(Y3UHU AIIEKTPOJIUTHBIX PaCTBOPOB.

PexoMennoBanHas HayaibHas J03a JUIsi BHYTpUBEHHOTrO BBeAeHUs cocTtaBiseT 20—40 mr. Jlosza

3aBUCHUT OT peakuuu Ha mpernapaT. Jlo u BO BpeMs JIe4eHHs] IIpernapaToM CleayeT

KOHTPOJIMPOBATh U BOCCTAHABIMBATH MOTEPH >KUJIKOCTH U AJIEKTPOIUTOB. B citydae oTpaBieHus

BEIIECTBAMHU C KHUCIOW WIM IIENOYHOM peakuued HX BbIBEJICHHE MOXKET OBITh YCKOPEHO

JIOTIOJIHUTEIHHBIM OII[EIAYUBaHUEM, JINOO YBEIIMYEHUEM KHCIOTHOCTH MOYH, COOTBETCTBEHHO.
eTH

PekoMennoBaHHas MakcUMalibHasi CyTOYHAas J103a Ui BHYTPUBEHHOTO BBEICHHS Yy JIeTeil

cocraBmusieT 20 Mr. Y neTeit 103y clieyeT yMEHbIIaTh B COOTBETCTBUU C Maccou Tena. Y nereit

PEKOMEHIOBaHHAs /1032 JUIsl MapeHTEepPANbHOIO BBEACHUS COCTaBNseT 1 MI/Kr Macchl Teia B

CYTKH, HO He 6osiee 20 MI/CyTKH.

Cnocob rmpuMeHeHus

BHyTpUBEHHO MM BHYTPUMBILIEYHO.
[Ipenapar BBOAMTCS BHYTPUBEHHO M, B HCKIIOUUTEIbHBIX CIIydyasX, BHYTPUMBIIIEYHO (KOT/a

HCBO3MOXHO €ro BHYTPHUBCHHOC BBCIACHHUC WJIA IPUCM BHYpr). BHYTpI/IMbIH_IG‘-IHOG BBCIACHUC
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Mpernapara He NOAXOAUT JUIsl JIEUEHUS OCTPBIX C )CTOSIHHE{' gh%l}gig&%ﬁlg%w;[ Tk 0007)

BuyTpuBeHHOE BBeAeHHE TNpenapaTa MPOBOAMUTCS TOJNBKO TOTAA, KOTJa IMPHEM Iperapara
BHYTPh HEBO3MOXEH HJIM UMEETCsl HapyIIeHUE BCAaChHIBAHU IpenapaTa B TOHKOM KHIIEYHUKE, a
TaKKe B Cllydae HEOOXOJMMOCTH TIOJIy4eHUs MakcuMalbHO ObicTporo sddekra. [lpu
BHYTPHUBEHHOM BBEJICHWU IIperapara BCerga PEKOMEHIYeTCsl, Kak MOXKHO PaHbIIe MepeiTn Ha
IpHUeM Ipenaparta BHYTPb.

[Ipy BHYTpMBEHHOM BBEACHMHM TIpemapar cjeayeT BBOAWTH MemieHHO. CKopocTh
BHYTPHUBEHHOTO BBEACHHUS HE JOJDKHA TPEBBINIATH 4 MI B MHH. Y TAIHMEHTOB C TSHKEIOU
MOYEUYHON HEJOCTAaTOYHOCThIO (C KOHIIEHTpAIMe KpeaTMHWHA B CHIBOPOTKE > 5 Mr/mi)
pEeKOMEeHIyeTCs, YTOOBI CKOPOCTh BHYTPHUBEHHOTO BBEJICHHS TpenapaTa He MpeBbIaia 2,5 Mr B
MUH. J[1s MOCTH)KEHUST ONTUMATbHOW A(PQPEKTHBHOCTH W TOAABICHHUS KOHTPPETYIISAIHA
(aKTHBaIMM PEHUH-AaHTMOTEH3MHOBOTO M aHTUHATPUUYPETHUECKUX HEHPOTYMOPAIIbHBIX 3BEHBEB
perymsamuu) Ooiee  TPEANOYTHUTEIBHBIM  SIBISICTCS  NMPOJOJDKUTENFHOE  MH(Y3HOHHOE
BHYTPHUBEHHOE BBEICHHWE Iperapara, 9YeM ero MOBTOPHOE BHYTPHBEHHOE OOJIOCHOE BBEICHHE.
Ecmm mocne OmHOrO WM HECKOJNBKHX OONIOCHBIX BHYTPMBEHHBIX BBEICHHH TIPH OCTPHIX
COCTOSIHUSIX HET BO3MOKHOCTH JJISl TPOBEJICHUS TOCTOSTHHOW BHYTpPUBEHHOM MH(Y3UH, TO Oojee
MIPENOYTUTENBHBIM SBIISETCA BBEACHHE HM3KUX /03 C HEOOJIBIIMMHU MPOMEXKYTKAMU BpEMEHU
MEXy BBEICHUSIMH (MPUOIH3UTEIHLHO Yepe3 4 yaca), YeM BHYTPHMBEHHOE OOJIFOCHOE BBEIICHUE
0o0J1ee BHICOKHX J103 C OOJIBIIMMH MPOMEKYTKAMU BPEMEHU MEXK]Ty BBEICHUSIMHU.

Nudopmanius 1o pazBeieHUIO JEKapCTBEHHOr 0 Mpenapara npuBeieHa B pasnaene 6.6.

4.3. TlporuBomoOKa3aHus

* ['unepuyBCTBUTENBHOCTh K (ypoceMHIy WM K JIOOOMY M3 BCIHOMOTATENIBHBIX BEIIECTB,
NEepeUnCIeHHBIX B pasgene 6.1; y mam@eHToB ¢ awleprueid Ha  CyJib(OHAMHIBI
(cynpdaHnnamMuHbIe MPOTUBOMUKPOOHBIE CPEJCTBA WMIIM IIpErapaTthl CyJIb(OHHIMOYECBUHBI)
BO3MOXKHO Pa3BHTHE IIEPEKPECTHOI» aJuleprun Ha GypoCceMu.

* [loyeyHast HEOCTATOYHOCTH C aHYpHEH (IIPU OTCYTCTBHH PEaKIMK Ha BBEACHHE (hypoceMua).

* [leueHouHas MpekoMa M KOMa, CBSI3aHHBIE C IEYCHOYHO! SHIe(aTonaTue.

* BripaxkenHas runokanuemus (cM. paszzaen 4.8.).

* BripaxkeHHast TUITIOHATPUEMUS.

* ['unoBonemus (¢ aprepraabHON rHNOTEH3UEH WK 6e3 Hee) WM JAeTuapaTalus.

* Pe3ko BbIpaKeHHbIE HAPYLIEHHS OTTOKA MOYM JIFOOOH 3THOJOTMM (BKIJIIOYAsl OJHOCTOPOHHEE
MOpa)KeHUE MOUEBBIBOIAIINX ITyTEH).

* Bepemennocts (cM. paznen 4.6.).

* [lepuon rpyaHOTO BeckapMiuBanus (cM. paszaen 4.6.).

4.4, OcoOble yka3aHusl 1 Mepbl NPeJOCTOPOKHOCTH NIPH NPUMEHEHUH
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(MOCNEOCBATENEHOCTE 0001)

* [Ipu apTepualbHON FUIIOTEH3UU.

* IIpu cocTosIHMSIX, P KOTOPBIX UPE3MEPHOE CHUKEHUE apTEPUATIBHOIO JABJICHUS SIBISETCS
0COOEHHO OIaCHBIM (BBIPAKEHHBIE CTEHO3bI KOPOHAPHBIX U/MIIM MO3TOBBIX apTEPHIid).

* [Ipu octpoM mHpapkTe MHOKapaa (yBeINUCHHE PHCKA Pa3BUTHSI KAPAUOTEHHOTO IIIOKA).

* [Ipu nareHTHOM MM MaHHU(ECTHOM CaxapHOM Juadere.

* [Ipu ogarpe.

 Ilpm remaTopeHaNbHOM CHHAPOME (TO €CTh TpH (QYHKUMOHATHHOM TMOYEYHOH
HEJ0CTaTOYHOCTH, CBSA3aHHOM € 3a00JIeBaHUSAMU NIEUYEHN).

e Ilpu runomnporenHeMuu (Hampumep, MNpU HEPPOTUUECKOM CHUHAPOME, KOIJa BO3MOXKHO
YMEHBIIEHUE AUYPETUYECKOro 3(PQeKTa U NOBBIIIEHHE pPHUCKA Pa3BUTUS OTOTOKCHYECKOIO
nerctBus QypoceMuja, Moa00p 103kl Yy TaKUX MAlMEHTOB JIOJDKEH IPOBOJUTHCA C 0COOOM
OCTOPOKHOCTBIO).

* [Ipu yacTU4YHON OOCTPYKIIMHM MOYEBBIBOSAIIMX MyTel (TUIEpIIa3us MpecTaTeNbHOM Kenesbl,
Cy’KE€HHE MOYEHCITYyCKAaTEIbHOI0 KaHaja);

* Ilpu mNOBBILIEHHOM pHUCKE pa3BUTUS PACCTPOWCTB BOJHO-IJIEKTPOJIUTHOTO OanaHca U
KHCJIOTHO-OCHOBHOTO COCTOSIHMSI WJIM B CIlyd4a€ 3HAYUTENIbHBIX JIOTMOJIHUTENBHBIX MOTEPh
XKUJKOCTH (PBOTA, AUapesi, OOUILHOE MOTOOTACICHHE) (TpeOyeTcsi MOHUTOPUHT COCTOSTHUS BO/I-
HO-3JIEKTPOJIMTHOTO OanaHca W KUCIOTHO-OCHOBHOI'O COCTOSHUSI M, MpPH HEOOXOIUMOCTH,
KOPPEKIMs UX HAPYIIEHUH 0 Havaia MpUMEHEHHs pypocemMua).

* [Ipu mankpeature.

* [Ipu >xeny104KOBBIX HapYLICHUSX PUTMA Cep/illa B aHaMHe3e.

* [Ipu cucteMHOM KpacHOW BOJIYAHKE.

* YV HeIOHOIIEHHBIX JeTeil (BO3MOKHOCTh (OPMUPOBAHHUS KaIbLIMICOAEPKAIIUX KaMHEH B
nmovkax (HedpoJMTHA3) U OTIIOKEHUE COJICH KaJblMs B MapeHXHUME MoUYeK (He(POKaIbIIUHO3);
MO3TOMY Y TaKMX JeTe HEeoOXOAUM peryJspHbIl KOHTPOJb (YHKIMH TOYEK U TpedyeTcs
MIPOBEJICHUE YIbTPa3BYKOBOI'O UCCIICIOBAHUSI TIOYEK.

* [Ipu ogHOBpEeMEHHOM MPHUMEHEHWU PUCIEPHIOHA Yy TMAIMEHTOB MOXHUIOTO BO3pacTa C
JeMeHIUel (PUCK yBETUUYEHUSI CMEPTHOCTH).

Oco0ble yKa3zaHus

Hepez[ Ha4aJiIOM JICYCHHUA IIpCllapaTOM CDypOCGMI/I)I CICAYyCT HCKIIIOYUTH HAJINYUC PE3KO
BbIPA’KCHHBIX HapymeHI/Iﬁ OTTOKa MO4YH, B TOM YHUCIC U OJHOCTOPOHHHUX. [TaumeHTH C
YaCTUYHBIM HApYHICHUCM OTTOKAa MOYH HYXKIAKOTCA B THIATCIIbHOM H3.6J'IIOI[CHI/II/I, 0COOEHHO B
HaydaJi€ JICUCHUA TIPCIIapaToM.

Bo BpEMs JICHCHUA IIPLCIIapaTOM Tpe6yeTc;I MMPOBCACHUC PCTYJIAPHOIO KOHTPOJA COACPKAHUA

HATpUs, Kalusg W KOHICHTPAllUM KpeaTWHUHA B CBHIBOPOTKE KPOBH; OCOOCHHO TIIATEIbHBIN
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KOHTPOJIb JOJKEH IIPOBOJUTHCS Y MALUEHTOB C BBICOKM%&V;%EM %&EH% ga;ﬁHO-

AIIEKTPOJIUTHOTO OajaHca B CllydasX JOTOJIHUTENBHBIX MOTEPh >KUIKOCTH U 3JEKTPOJIUTOB
(HarmpuMep, BCICACTBHE PBOTHI, THAPEH MM MHTEHCUBHOTO MTOTOOT/ACICHNU).

Jlo m BO BpeMms JI€YEHHUS MpernapaToM HEOOXOAWMO KOHTPOJMPOBATH U, B Ciydae
BO3HUKHOBEHUS, YCTPAHATH THITOBOJIEMHUIO MJIHM JICTHIPATAIHIO, a TAKKE KIMHUYECKH 3HAUUMbIE
HapyIIEHUS BOJHO-3JIEKTPOJIUTHOTO OanaHca W/MiIM KHCIOTHO-OCHOBHOTO COCTOSIHUSI, JUIS YETO
MOJKET MOTPeOOBaThCA KPATKOBPEMEHHOE MIPEKpaIleHUE JICUSHHSI TPETIapaToOM.

[Ipn mpuMeHeHHMH mpernapaTa Bcerja IeIeco00pa3Ho YMOTpeOsaTh Muiny, OoraTyr Kaauem
(HeX)UpHOE MsICO, KapTo(enb, OaHaHBI, TOMHIOPHI, IBETHYIO KaITyCTy, HIITUHAT, CyXO(PYKTHl U
T.A4.). B HEKOTOpBIX cilydasx MOXKET OBITh TOKa3aH MPHEM IMPErapaTroB Kallus WIH TPHEM
KaJuiicOeperaromx mpenapaTos.

VY nanueHToB ¢ TUIONPOTEMHEMHEH, HampuMep, CBSI3aHHOM ¢ HePPOTUYECKUM CHUHIPOMOM,
TpedyeTcss OCTOPOKHOE M3MEHEHHE 03Bl Mpemnapara (BO3MOXKHO ociadiienne d(h(PeKTHBHOCTH
dbypocemuia ¥ yBEIUYCHHUE €TO OTOTOKCHYHOCTH).

VY HEJOHOIIEHHBIX JIeTel TpeOyeTcs PeryJsIpHBIA KOHTPOJIb (YHKIIMU ITOYEK U YIIBTPa3BYKOBOE
Hcce0BaHue TToUeK (BO3MOXKHOCTh HepponuTraza 1 HehpOKaIbIIUHO3A).

Habmonanace O0nblias yacToTa CMEPTENbHBIX HCXOJO0B y MAIlMEHTOB IMOXKUIIOTO BO3pacTa ¢
JeMEHIIMeH, OJHOBPEMEHHO TMOJy4YaBIIMX JIEYEHHE PHUCIEPUIOHOM H (ypocemMuaoMm, Mo
CPaBHEHMIO C MalMEHTaMH, MOJIYYaBIIMMH WM TOJBKO (ypOCEeMH], WIH TOJIBKO PUCIIEPUIOH.
[Natodusuonornyeckuit Mexanusm 3Toro d3ddexra He ycTaHoBleH. OIHOBpEeMEHHOE
MPUMEHEHHE PHUCIEPUAOHA C JPYTUMH JUypeTUKaMu (TJaBHBIM 00pa3oM, C HU3KUMH J103aMU
TUA3UJIHBIX JTUYPETHUKOB) HE AacCOLMUPOBAIOCH C YBEIMYEHHEM CMEPTHOCTH Yy MAIMEHTOB
MO>KUIIOT0 BO3pacTa ¢ JIeMEHIMeH. Y MalKMeHTOB MOXKUJIOro BO3pacTa ¢ AEMEHLMEN cleayeT C
OCTOPO’XKHOCTBIO, TIIATEIBHO B3BEIIMBAs COOTHOIIEHWE TIONb3bl M PHUCKA, MPUMEHSThH
bypocemMu1 ¥ pUCIepUIOH OJHOBpeMeHHO. Tak Kak Jeruaparainus sSBsSeTcs o0muM GakTopom
pHUCKa yBEIMUYEHUS CMEPTHOCTH, MPU MPUHSATHH PEIICHHUs] O MPUMEHEHUH 3TON KOMOHHALIMU Y
MAIMEHTOB MOKUIIOTO BO3pacTa C JEMEHIINeH cielyeT n3berarb qeruaparainy naueHTa.
Bo3M0OXHO yTsKeneHue TeUeHus! Wi 000CTpEeHHE CUCTEMHON KPacHOM BOTYaHKH.

ITonGop pexuma M03UPOBAHMS MAIMEHTAM C aclUTOM Ha (poHe LUppo3a MEYEHU HYNKHO
MPOBOJUTH B CTallMOHape (HApyIIeHUsS BOJHO-3JEKTPOIUTHOrO OallaHCa MOTYT IOBJEYb
pa3BUTHE NIEYEHOYHON KOMBI).

Dxcmpennvie Meponpuamus npu pa3eumuu aHapuIaKmuyecKko2o Wokd

Kak mpaBuno, peKOMEHIYIOTCS CIEAYIOIME MEpPONPUATHS: TMPH MEPBBIX MpU3HAKaX (pe3kas
CJ1a00CTh, XOJOAHBIM TOT, TOIIHOTA, [MAHO3) MPEKPATHTh WHBEKIMIO, OCTABUB WITy B BEHE.

Hapsimy ¢ npyrumu OOBIYHBIMH HEOTIOKHBIMA MEPOIMPHUSATHAMHU HEOOXOIUMO O0ECIeUUTh
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Heomnooicnvle meduxkamenmo3snsie meponpuamus (PEKOMEHIAINH 110 TO3UPOBKE PACCUYMTAHBI HA
B3pOCIIOTO MAIUEHTa C HOPMaJbHOM MAacCOM Tela; IPU JICYEHHUH JETEH IO3UPOBKY CIEAyeT
YMEHBIIUTD MIPOMOPLHUOHAIILHO Macce Tela).

Hememennoe BHyTpHUBEHHOE BBeJeHHE SnHHe(pHHA (aApeHaIrHa): Mocie pa3BeAcHus 1 mu
cTaHgapTHoro pactBopa aapeHanuHa 1:1000 mo 10 Mn BHauajne MeEUIEHHO BBOAAT 1 M
noixyyeHHoro pactBopa (=0,1 wmr azapeHanmHa) 1OA KOHTPOJEM YaCTOTHl CEPICYHBIX
cokpamennii, AJ[ u cepaeunoro putMma. [Ipm HEOOXOAMMOCTH, BBEACHUE SMUHEPPUHA MOKET
OBITh MPOJOHKEHO IMyTEM BHYTPUBEHHOM MH(Dy3un. OJHOBPEMEHHO C BBEJICHHEM 3IMHE(pUHA
MIPOU3BOJUTCS ~ BHYTPUBEHHOE  BBEJIEHUE  TJIIIOKOKOpTHKOcTepouzoB  (250-1000  wmr
METWINPEAHU30JI0HA WIH MPEJHU30JI0HA), KOTOpOEe MpH HEOOXOAMMOCTH MOKHO TOBTOPUTH.
[ToMrMO 3THX MEpONPHSTHH /ISl BOCIOJHEHUSI 00beMa IUPKYIUPYIOIMIEH KPOBU TPOBOIAUTCS
BHYTPUBEHHOE MH(Y3MOHHOE BBEACHUE TJIa3MO3aMEHUTENEH U/WIIH 3JIEKTPOIUTHBIX PACTBOPOB.
[Tpr HEOOXOOMMOCTH — HMCKYCCTBEHHOE IbIXaHHE, WHTAJSIMS KUCIOpPOJa, aHTUTHCTAMHHHBIC
CpeICTBa.

BcnoMorarenpHBIC BelllecTBa

JlaHHBIN TIpenapar coAepKUT MeHee 1 MMoib (23 Mr) HaTpusl Ha amITyJy, TO €CTh IO CYTH HE
COJIEP>KUT HATPUAL.

4.5. BzaumopeiicTBHe ¢ JAPYrUMH JIEKAPCTBEHHLIMH MpenaparaMd W JApPyrue BHIbI
B3aHMMOJAEHCTBUSA

HepexoMmeHayeMbIS KOMOUMHAIINU

* Xnopaneuopam. Buytpuennas uHdpy3us pypocemMusia B TedeHre 24—4acoBoro rnepuojia nocie
MIPUMEHEHHSI XJIOpAITUApPaTa MOXKET MPUBOAUTH K THIEPEMUU KOXKHBIX MMOKPOBOB, OOUILHOMY
MOTOOT/ICTICHUI0, OECIOKOWCTBY, TOIIHOTE, TIOBBIIICHUIO AapTEpUaIbHOIO JaBJICHUS U
taxukapauu. I[losToMy mnpumenenue ¢ypoceMuaa OJHOBPEMEHHO C XJIOPAITHIPATOM HE
PEKOMEHTyeTCS.

*  Amunocnuxo3udvi. 3aMelICeHHE BBIBEJACHHUS aMUHOTJIMKO3WAOB TOYKAMHU TIPH  UX
OTHOBPEMEHHOM TMPHUMEHEHHMH C (ypoceMHJOM U  YBEIWYCHHE pHUCKA  PA3BUTHS
OTOTOKCHYECKOTO M HE(POTOKCHYECKOrO JAEeUCTBUA aMUHOINIHMKO3UIOB. [lo »sTOl mpuuuHe
cienyeT u30eraTh MPUMEHEHHUS AITOM KOMOHMHAIIMM TpEnaparoB, 3a HCKIIOUEHHUEM CIy4aes,
KOTrJla 3TO HEOOXOIMMO MO KU3HEHHBIM I[OKa3aHUsAM, MpHUEM B OTOM ciy4yae TpeOyeTcs
KOppekuus (yMEHbIIEHUE) NOIEPKUBAIOIIUX /103 AaMUHOTJIUKO3UIOB.

KOM6I/IHaHI/II/I, Opy IPUMEHCHHUH KOTOPBIX CICAYECT CO6JIIOZ[3TL OCTOPOXKHOCTDH

* Omomoxcuunvie Jlekapcni6eHHble cpedcmea. q)ypOCCMI/II[ NOTCHIUPYET UX OTOTOKCUYHOCTD.

Tak xak 3TO MOXET MMPpUBOANUTH K H€O6paTI/IMOMy MOBPCIKKACHUIO OpraHa ClIyXa, TaKUC CpCACTBa
7
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IIOKA3aHUSM.
* ucnaamun. Ilpn 0THOBPEMEHHOM MPUMEHEHHU C (PYyPOCEMHIOM MMEETCS PUCK MPOSBICHUS
OTOTOKCHYECKOTO AeUcTBUS. KpoMe 3TOro, BOZMOXKHO yCHIIEHHE HEPPOTOKCHIECKOTO ACHCTBUS
MUCIUIATHHA TPU MpUMEHeHHH (ypoceMuaa uisi MpoBeAeHUs (OPCHPOBAHHOIO IHype3a BO
BpeMsl JICYCHHUSI IHUCIUTATUHOM, €ClId (ypoceMH] MPUMEHsETCST He B HHU3KOH N103e (Takoil Kak,
Hanpumep, 40 Mr y MalMeHTOB ¢ HOPMalbHOW (yHKIHMEH movek) M 0e3 codeTaHus C
JIOCTATOYHOM TMApATAIIMEN MTAallMEeHTa.

* Vmenvwenue ecacviganus ¢hypocemuoa npu coemecmuom npueme 6Hympv (HE OTHOCUTCA K
JAaHHOM JIeKapcTBeHHOH (popme) u ocnabienue ero apdexra (pypoceMus npu nprueMe BHyTpb U
CyKpaib(aT 10JKHBI IPUHUMATHCS C UHTEPBAJIOM HE MEHEE JIBYX YacoB).

* Conu numua. llon BiusHUEM (QypoceMuja CHUXKAETCS BBIBEACHHUE JIUTHUSA, 3@ CYET 4Yero
MOBBIIIAETCS] COJIEP’KaHUE JUTHS B CHIBOPOTKE KPOBHU, YTO YBEJIMYMBAET PUCK PA3BUTHS €ro
TOKCHYECKOr0 JIEHCTBHS, KApJUOTOKCHYECKOE M HEHMpoTOoKcnueckoe aencrtBue. [lostomy mpu
MIPUMEHEHUH 3TOM KOMOMHALIUU TpeOyeTcs MOHUTOPUPOBAHHUE COJIEPKAHUS JIUTHUSI B CHIBOPOTKE
KpPOBH.

* Uneubumopul anzuomenzunnpespawaiouwje2o gpepmenma (AIIP) u anmazonucmer peyenmopos
aneuomenzuna IlI. Tlpumenenwe wuHruoutopoB All® wiM aHTaroHUCTOB PEIENTOPOB
aHruoreHsuHa Il y manueHTOB, MpeIBapUTENBbHO MOTYYaBIIUX JICUeHHE (YpPOCEMHUIOM, MOXKET
IIPUBECTH K YPE3MEPHOMY CHHKCHHIO apTEpPUAIBHOrO JABJIEHHUS C YXyALEeHHEeM (QYHKLHU
IIOYEK, a B OTJENbHBIX CIIy4asX — K Pa3BUTHIO OCTPOM IOYEUHOM HENOCTaTOYHOCTH. IloaToMy 3a
TPU JHSA JO Hayaja JICYEHUS WIM IMOBBILIEHUS 103bl MHruouTopoB AIID mim aHTaroHucToB
peuienTopoB aHrnoTeH3uHa Il pekomenayercs otMeHa gpypocemuia, 1100 CHUXKEHUE €ro J03bI.

* Pucnepuoon. Heo6xonumo cobit01aTh OCTOPOKHOCTD, TIIATEIBHO B3BEINBAas COOTHOIIEHUE
pUCKa W IMOJIb3bl, A0 NPHUHATUSA pEIIEHUs O IPUMEHEHUM COYETaHHUsA pPHUCIEPUIOHA C
bypoceMuIoOM WIH JPYTUMHU CHIBHBIMH JUYypPETHKaMH, TaK Kak HaOI0AaJIoCh yBEJIWYECHUE
CMEPTHOCTH y NAIMEHTOB IOXKWIOIO BO3pacTa € JEMEHLUEH, IOJIy4aBIIUX OJHOBPEMEHHO
JIeUeHHe PUCTIEPUIOHOM U (YypPOCEMUIOM.

* Jlesomupoxcun. @ypoceMH]l B BBICOKHX 033X MOXKET MHIMOMpPOBATh CBS3bIBAHHE TOPMOHOB
IIMUTOBUIHOW »Kele3bl C OeNKaMU-HOCUTEISIMH M, TakuM oOpa3oM, NPUBOIUTH BHayalle K
TPAH3UTOPHOMY YBEJIMYEHHUIO KOHIIEHTpalMi CBOOOJIHBIX TOPMOHOB IIMTOBUIHOHN KeJe3bl, a
3aTeM, B LEJIOM, K CHIDKEHHIO OOIIel KOHIIEHTPallid T'OPMOHOB HIMTOBHIHOW >kene3bl. Ilpu
NPUMEHEHUH JaHHOW KOMOMHALMK CIlelyeT KOHTPOJIMPOBATH KOHLEHTPAIMM TOPMOHOB
LIUTOBHUTHON XKEJIE3BI.

BzanmoieiicTBU, KOTOPBIC CICAYET IPUHUMATL BO BHUMaHUE




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 03.12.2024 N= 26708

* Hecmepouonvlie npomugogocnanumenbHsl npen%%ﬂE%ﬁBﬁgn%§ﬁP '%Rqaﬁ

alleTWICATMIUIIOBYIO KUCIIOTY, MOTYT YMEHBIIUTh AWypeTHUecKoe neictBue ¢ypocemuma. Y
MAIMEeHTOB C TMIIOBOJIEMHUEH W JleruapaTanueii (B TOM yucie u Ha ¢oHe npuema (ypoceMuma)
HIIBII moryT BbI3BaTh pa3sBUTHE OCTPOM ITOYEYHOM HENOCTATOYHOCTH. PDypoceMHs MOKET
YBEJIIMYUBATH TOKCUYHOCTH CATMIIMIIATOB.

* @enumoun. YMEHbIIIEHUE TUYPETUIECKOTO IeHCTBUs (hypoceMua.

* [miokokopmukocmepouosi, KapOeHOKCONIOH, npenapamsl CON00KY B OOJBIINX KOIUYECTBAX U
MIPOIOIDKUTENFHOE TIPUMEHEHUE CIAOUmMeNbHbIX TIPH COYETaHUU ¢ (ypOCEMHUIOM YBEINIHBAIOT
PUCK Pa3BUTHS TUITOKATHCMHH.

» Cepoeunvie 2nuxko3uovl, npenapamol, Gvizvlearouue yorunenue unmepsara QT. B ciydae
pazBuTus Ha ¢GoHEe BBelAeHUs (QypoceMuIa HapYIIEHUW BOJHO-JEKTPOJIUTHOTO OanaHca
(TMTIOKaTMeMHUW WJTM TUIIOMAarHUEMHH) YBEIMYMBACTCS TOKCHYECKOE JCHCTBHE CEPICUHBIX
TJIMKO3UIOB M CPEJICTB, BHI3BIBAONINX yiinHeHne nHTepBana QT (Bo3pacraeT pHCK pa3BHTHS
HapyIICHU pUTMa CEP/Ia).

» [unomen3ugHvle cpedcmea, Ouypemuku uiu opyeue cpeocmed, CHOCOOHble CHUNCAMb
apmepuanvHoe oOaenenue. llpu coderanun c (QypoceMuzoM BO3MOXKHO 0Oo0jiee BBIpaKEHHOE
CHIDKEHHE apTepUAIbHOTO J1aBIICHUSI.

» [lpobeneyuo, memompexcam WIH JApyTHe Ipenaparbl, KOTOpble, Kak U (ypocemun,
OKCKPETHPYIOTCS B TOYEUHBIX KaHalbllaX, MOTYT yMEHbIIUTh 3pdexTsl dypocemuna
(0IMHAKOBBIN MYTh MOYEUHOM IKCKPEIUN); C IPYroi CTOPOHBI (hypOCEMHT MOXKET MPUBOJIUTH K
CHIDKCHMIO BBIBEJICHUS MOYKAMU 3TUX JIEKapCTBEHHBIX CpeAcTB. Bce 3TO yBenmyuBaeT puck
pa3Butus noOouyHbIX 3h(dekToB Kak dypoceMuna, Tak U MPUHUMAEMBIX OJHOBPEMEHHO C HUM
BBIIICYKA3aHHbBIX JIEKAPCTBEHHBIX CPEJICTB.

» [unozcnukemuueckue cpeocmea (u 01 npuema 6HYMpsb, U UHCYIUH), NPECcCOpHble AMUHbL
(anunedpun, Hopsnunegpun). Ocnadnenue 3¢pGHeKToB MpU COUETaHUU C PypoceMUIOM.

» Teoghunnrun, ouazoxcuo, KypapenooobOuvie muoperaxcanmsi. YcuieHue 53(QQPeKToB Mpu
coueTaHuu ¢ PypoceMuaoM.

» JlexapcmeeHnuvie cpedcmea ¢ Hegppomokcuueckum Oeticmseuem. llpu codeTaHun cC
(bypoceMHIoM yBEINYMBAETCS PUCK PA3BUTHUS UX HEQPOTOKCUYECKOTO ICHCTBHSL.

* Buicokue 003bl Hekomopuvix yeghanocnopunos (BbIBOJAINXCS MPEUMYIIECTBEHHO MMoukamu). B
COYeTaHUM €  (QypoCeMHMJIOM  YBEIMYMBACTCA PUCK  HEPPOTOKCHUYECKOrOo  AEHCTBUS
11e(anoCIOpuHOB.

* Huxnocnopun A. Tlpu coyeraHunm ¢ (QypoceMHIOM YBEIMUUBACTCS PHUCK PA3BUTHUSA
MOIarPUYECKOT0 apTpUTa BCIEACTBHE THUIEPYPUKEMHUH, BBI3bIBaeMON (QypocemuaoMm, u

HapyILIECHUs SKCKPELUU yPATOB IIOYKAMH 110 BIUSHUEM LUKIOCIIOPUHA.
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BCJIEJICTBHE BBEJCHUS PEHTTCHOKOHTPACTHBIX MpPENaparoB, MOJIy4YaBIIUX (ypoceMun,
Habmromanace Ooyiee BBICOKAs 4YacTOTAa HApyUICHUH (YHKUMU IIOYEK TI0CJIEe BBEACHUS
PEHTT€HOKOHTPACTHBIX IIPENapaToB, 10 CPABHEHUIO C MMALlUEHTAMH C BBICOKUM PUCKOM pa3BUTHUS
PEHTT€HOKOHTPACT-UHYIUPOBAaHHOMN HedpomaTu, KOTOPBIM nepen BBEJICHUEM
PEHTT€HOKOHTPACTHOI'O0 Iperapara MpOBOAUIIOCH TOJIbKO BHYTPHUBEHHOE BBEJIEHUE KUIAKOCTU
(rupparanus).

BBoaumsblii BHyTpHBEHHO npenapar @ypocemMu UMeEET CllerKa LIEIOYHYH0 PEaKIMIo, TOITOMY
€ro HeJb3s1 CMELINBATD C JIeKapCcmeenHviMu cpeocmeamu ¢ pH wenee 5, 5.

4.6. @epTWILHOCTH, D€PEMEHHOCTh U JAKTAIUS

bepemeHHOCTD

dypoceMu; MPOHUKAET Yepe3 IIAleHTapHBIA Oaphep, MOITOMY OH HE JIOJDKCH MPUMEHSITHCS
pu 6epeMeHHOCTH 0e3 CTPOruX MEIUIMHCKUX TMOoKa3aHui. Eciau mo >KM3HEHHBIM MOKa3aHUSM
mpenapar TMpUMEHseTCI y OEpeMEeHHBIX, TO HEO0OXOJAMMO TIIATeIbHOE HaOI0IeHne 3a
COCTOSIHHEM U Pa3BUTHEM IIJIOJIA.

Jlakranus

B nepuoa rpyaHoro BckapMmilMBaHUS NMPUMEHEHHE TMpernapara MpPOTHBONOKAa3aHO, TaK KaK OH
MOXKET MOJABJATH JIaKTaluio. KEeHIIMHBI JOJHKHBI MPEKPATUTh IPYJHOE BCKapMIIMBAaHUE, €CIIU
OHHU MPUHHUMAIOT Npenapar.

47. BausiHMe Ha CNIOCOOHOCTH YNPABJSATHL TPAHCHOPTHBIMH CPeJACTBAMHU M PadoTaTh ¢

MEXaHU3MaMH

Hexkortopsie mobounbie 3¢ dekTsl (Hanpumep, 3HaUuTeIbHOe CHIKeHue AJl) Moryt HapymiaTh
CIIOCOOHOCTh K KOHIICHTPAI[MM BHUMAHHSI U CHW)KaTh CKOPOCTh MICUXOMOTOPHBIX PEaKIUi, YTO
MOKET OBITh ONACHBIM MpPU YIPABICHHU TPAHCIOPTHBIMU CPEICTBAMH WJIM TPU 3aHATHUSIX
OPYTMMH TOTEHIIMAIFHO OMACHBIMU BUJAMH JIEATENbHOCTH. OCOOEHHO 3TO OTHOCHTCS K
NepuoJly Hayaja JICYCHUS WM TOBBIIICHUS JIO3bI IMperapara, a TakkKe K Clydasm
OJTHOBPEMEHHOTO MpreMa TMITOTEH3UBHBIX CPEJCTB MU aTKOTOJIS.

B Takux crmydasx He peKOMEHJyeTCs yHpaBIsATh TPAHCHOPTHBIMU CPEICTBAMHU MM 3aHUMAThCS
MOTEHIIMATBFHO OMACHBIMU BUIaMHU JESITETbHOCTH.

4.8. HexeaaTeJbHble peaKkUul

Pesrome nipoduist 0e30nacHOCTH

Yacrora BCTpeuaeMOCTH HexenarenabHbIX peakuuil (HP) momyueHa u3 naHHBIX JIUTEpaTyphl U
KIIMHUYECKUX HccleloBaHuil. B ciydae ecnu yactoTa BCTpeyaeMoCTH 11 oAHUX U Tex ke HP B

JIMTCPATYPHBIX HAHHBIX W HAHHBIX W3 KIMHHUYCCKUX HCCIIeJOBaHUM pas3jimyajiach, YKa3bIBajlaChb
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(MOCNEOCBATENEHOCTE 0001)

HanOosbIIas yactora BcTpeuaemoctu HP.

Pe3roMe HexxenaTeapbHBIX peakni

HexenaTenbHble peakluM paclpeieieHbl B 3aBUCHMOCTH OT YacTOThl MX BO3HHUKHOBEHHUSI
CIIeIYIOIUM 00pazoM: odeHb gacto (> 1/10); wacto (> 1/100, Ho < 1/10); Hewacto (> 1/1000, HO
< 1/100); penxo (> 1/10000, HO < 1/1000); ouenp peako (< 1/10000), gacTora Hem3BecTHA (TI0
HMCIOIIMMCA JaHHBIM YCTAHOBUTH YaCTOTY BOSHUKHOBCHUSA HE MPCACTABIACTCA BO3MO)KHI)IM).
Hapywenus co cmoponul kposu u 1umgpamuueckoi cucmembl

YacTo: reMOKOHIIEHTpaLus.

HeuacTo: TpoMOomuTONIeHUSI.

Penxo: nelikonenus, 203MHOPUINS.

OueHb peIKo: arpaHyJIoIKUTO3, alJIaCTUYECKass aHEMUS HITH TeMOJTUTHYCCKAs aHEMHUSI.
Hapywenus co cmoponvl ummyHHOU cucmembl

PCHKOI TAXKECIIbIC aHa(l)I/IJ'IaKTI/I‘IeCKI/IC 501050 aHa(i)I/IJ'IaKTOI/I)IHI)Ie PC€aKnMu BIUIOTH OO0 Pa3BUTUMA
aHa(pMIaKTUYECKOT O I10KA.

YacToTa HeM3BECTHA: YTSHKEICHUE TCUCHUS T 00OCTPEHUE CUCTEMHON KPACHOM BOTYaHKH.
Hapywenus memabonuzma u numarnus

Ouens yacro:

e HapymieHusi BOJHO-3JIEKTPOIUTHOTO OallaHCca, BKJIOYash HAPYMICHHUS BOJHO-IJIEKTPOIHTHOTO
OanaHca, MPOTEKAMOIUE C KIMHUYCCKOH CHUMNTOMATHKOW. CHMITOMaMH, YKa3bIBAIOIIMMHU Ha
pa3BUTHE JaHHBIX HAPYIICHWH, MOTYT OBITh T'OJIOBHAsi 0OJb, CYyJOpOTH, TETaHUS, MbIIICYHAS
c11aboCTh, HAPYIICHHUS CEPACYHOTO PUTMA M JTUCIICTICUYECKUE paccTpoiicTBa. Takue HapylIeHus
MOTYT Pa3BUBAThCS WIN MOCTENIEHHO (B TEYCHHE JUTUTEIHHOTO BpEMEHH) WIIN ObICTPO (B TEYCHUE
OYCHb KOPOTKOT'O BpPEMEHH, HalpuMep, B Cllydyac NMPHUMEHEHHS BBICOKHX 03 (ypocemuia
NalMeHTaMl C HOPMajbHOM (yHKIMedH mnouek). dakropamu, CHOCOOCTBYIOUIUMH Pa3BUTHIO
HaApYIICHUI BOJHO-JICKTPOJIMTHOTO OajaHca, SBISIOTCS OCHOBHBIC 3a0oJieBaHMs (HarpuMep,
UPPO3 TEYCHU WIIM CepJeyYHas HEJOCTATOYHOCTh); COIYTCTBYIOIIAs TEpamusi CPEICTBAMH,
W3MEHSIONIMMHU BOJHO-3JICKTPOJIMTHBIN OalaHC; HEMpPaBWIBHOEC MHUTAHUEC M IHTHEBOW PEXKHM;
pBOTa, nuapesi, OOMIBHOE MOTOOTeNeHNE. Jlernaparanus U TUIMoOBONIeMUs (CHIDKEHHE o0beMa
UPKYJTUPYONIed KPOBH), OCOOCHHO Yy TMAIMEHTOB IOKWIJIOTO BO3pacTa, KOTOpas MOXKET
NPUBECTH K T€MOKOHILIEHTPALMH C TOBBIIICHHEM pPHUCKa Pa3BUTHS TPOMOO30B (CM. Moapaszier
«HapymieHust co CTOpOHBI COCYIOBY).

e [IoBhINICHHUE KOHICHTpAU KpCaTUHNHA B KPOBHU.

e [IoBhINICHHUE KOHICHTpAUX TPUTTTULHCPHUAOB B CBIBOPOTKEC KPOBH.

11
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Yacro: TrUNOHATPUEMHS, THUIOXJIOPEMU, FHHOKaJ{%;![;ISEE%EIME#I:l;(]-}ﬁ_[gﬁ’ll:ga-,luﬂﬂ

XOJIECTepUHA B KPOBHU; YBEIMYCHHE KOHIICHTPAIMM MOYEBOW KHCIOTHI B KPOBU H PA3BUTHE
MIPHUCTYyIA TIOarPhl.

HedacTo: CHMXEHHE TOJIEPaHTHOCTH K TJIOKO3e. Bo3MmokHa MaHu(ecTtanus JaTEeHTHOTO
caxapHoro auabeta (cm. pazzaen 4.4.).

YactoTa HEW3BECTHA: THUIOKAIBIIMEMHS, TUIIOMATHUEMUS, IIOBBIIICHUE KOHIICHTPAIIUU
MOYEBUHBI B KPOBH, METaOOIMYECKUI aJIKajo3, IMCEBAOCHHIPOM baprrepa mpu HenpaBUILHOM
W/WIK JUTUTEIIBHOM TIpUMEHeHnn QypoceMuia.

Hapywenus co cmoponul nepanoii cucmemvl

Yacro: medeHouHas SHIEATONATHs Y TAIMEHTOB C TeMaTONEIUTIONIIPHON HEJOCTAaTOYHOCTHIO
(cMm. pasmen 4.3.).

Penxo: mapecre3un.

YacTtoTa HEW3BECTHA: TOJIOBOKPYKEHHME, CHHKONAJIbHOE COCTOsHHE (OOMOpPOK) WM TOTEps
CO3HAHMUS, TOJIOBHAs 00JIb.

Hapywenus co cmoponul opeana ciyxa u nabupunma

Heuwacro: HapymeHus ciayxa, OObIYHO TpPaH3UTOpPHBIE, OCOOEHHO Yy MAlMEHTOB C MOYEYHOU
HEJI0OCTaTOYHOCTHIO, THIOMPOTEHHEMUEH (HampuMmep, NMpu HEPOTUUECKOM CHHIPOME) W/HUIN
OBICTPOM BHYTPHMBEHHOM BBeAeHUM (pypocemuaa. bbuin 3aperucTpupoBaHbl cilydyau Pa3BUTH
TIIyXOThl, MHOTJIa HEOOpaTUMOM, mocie npueMa pypocemMuaa BHYTPh WM €r0 BHYTPUBEHHOTO
BBEJICHUSI.

Penxo: mym B ymax.

Hapywenus co cmoponwl cocyoos

Ouenp yacTo (s BHYTPUBEHHON WH(Y3UH): CHIDKEHHE apTepUajbHOrO JABJICHHS, BKIIOYAs
OpPTOCTATUYECKYIO TUIIOTEH3HIO.

Penko: Backynur.

YacroTa Heu3BeCcTHA: TPOMOO3.

JKenyoouno-kuwieunvie napyuienus

Hewacro: TomHoTa.

Penxo: pBota, nuapes.

OdeHb peIKo: OCTPHIN MaHKPEaTHT.

Hapywenus co cmopoHuvl neuenu u sncenyesvi800auux nymeti

OdeHb peIKo: XOJeCcTa3, YBeJIMUYeHNE aKTUBHOCTH «TI€UEHOYHBIX)» TPAHCAMHUHA3.

Hapywenus co cmopoHul Kodtcu u NOOKOMCHbIX MKaHel

Hewacto: kOXHBINM 3y, KpallUBHUIIA, CHIlb, OYJUIE3HBIA NEPMATUT, MHOTO(GOPMHAS IPHUTEMA,

neMpuron1, 5kc(hoIUaTUBHBIN JepMATHT, Ty PILypa, peakiiuy (HoTOCCHCHONTU3AIHIH.
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UYacTora HeusBectHa: cunapom CrtuBenca-/[xolcona, T&%&Q‘H‘% %ITJ%EEE’LTE legb -511/13,

OCTpBIN TEHEPATM30BaHHBIA SK3aHTEMaTo3HbIM mycTyie3, DRESS-cunapom (nexapcTBeHHas
CBITTb C P03MHO(DUIINEH U CUCTEMHBIMU CUMITTOMAaMH ), TUXEHOUTHBIC PEAKIUU.

Hapywenus co cmoponvl muluieuHotl, ckeiemHou u cOeOUHUMEeNbHOU MKAHU

YacTrora HEHW3BECTHA: OTMEYAINCH CIy4dad pabdJOMHOINM3a, YacTO CBS3aHHBIE C TSOKEIOW
runokanieMueii (cMm. paszen 4.3.).

Hapywenus co cmoponuvl nouex u moueguloosauux nymetu

Yacro: yBenuuenue oobeMa MOYH.

Penxo: TyOynouHTepcTULIMATIBHBIA HEPPUT.

YacTora HEM3BECTHA: YBEIMUCHUE COJIEPKAHUS HATPUS M XJIOPUIOB B MOYe; 3aJepkKKa MouH (y
NAIlMEHTOB C YaCTUYHOW OOCTpYKIMEHl MOUYEBBIBOASAIIMX MyTed, cM. pasgen 4.4.);
He(poKanblMHO3/HeQPOIUTHA3 y HENOHOLIEHHBIX JeTred (cM. pasgen 4.4.); mnodeyHas
HEJIOCTaTOYHOCTh (cM. pa3zzen 4.5.).

Bpoowcoennvle, cemetinvle u cenemuieckue HapyuleHusl

YacTrora HEW3BECTHA: TIOBBINICHHBI PUCK HE3apalleHHs apTEepHaTbHOTO NPOTOKAa, KOTIa
(bypoceMu1 BBOJUTCSI HEJOHOIIEHHBIM JIETSIM B TEUEHUE TIEPBBIX HEJEINb KU3HU.

Obwue HapyweHus U peakyuu 8 Mmecme 66e0eHUsl

Penxo: nuxopaska.

YacToTa HeW3BECTHA: MOCJIE BHYTPUMBIIIEYHOIO BBEJCHHSI BO3MOYKHA MECTHAsl PEAKIHs B BHUJIE
6ou.

Tak kak HekoTOpble MOOOUYHBIE peakIuM (Takue, KaKk M3MEHEHUE KapTHHBI nepudepuyecKoit
KpPOBH, TsDKeNble aHauiakTUYeckue WU aHa(UIAKTOUJHBIE PEaKIUH, TSOKeNble KOXHbIE
aJJIEPrUYecKe PeaklMK) MPU ONPEeNIEHHBIX YCIOBUSAX MOTYT YrpOXKaTh KM3HHU MAIlHEHTOB, TO
MIPH MOSBICHUH JTFOOBIX TOOOYHBIX 3(PPEKTOB HEOOXOIMMO HEMEITICHHO COOOIIUTh O HUX Bpady.

COO6H_[6HI/IC 0 ITOJ03PEBACMBIX HCKCIATCIAbHBIX PCAKITHNAX

Baxno COO6H_IaTB O IIOJO3PCBACMBIX HECKCIIATCIBHBLIX PCAKIUAX II0CJIC PCTHUCTPpAlUU
JICKAaPCTBCHHOI'O IIpfCriapara € OCJIbO obecrieueHus HCTIPCPBIBHOI'O MOHUTOPHUHI'a COOTHOIICHUA
«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpCIriapara. MeauImHCKUM pa6OTHI/IKaM PEKOMCHAYCTCA
COO6H_[aTB 0 IHOOBIX MoAO3pCBaACMbIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCriapara
4YCpe3 HAIIMOHAJIBbHBIC CUCTCMBbI COO6H_IGHI/I$I 0 HCXKCJIATCIIbHBIX PCAKIUAX I'OCYAApCTB — YJIICHOB

EBpa3suiickoro 5K0OHOMUYECKOTO COH03a.

Poccuiickas ®@enepanus
denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapasHanzop)

Anpec: 109012, r. Mocksa, CnaBsiHCKas miomanb, 1. 4, ctp. 1
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Teﬂe(bOHi +7 800 550-99-03 (MOCNEOOBATENEHOCTE 00013

DnexrponHas moura: pharm@roszdravnadzor.ru

CaiiT B nH(pOpPMAIIMOHHO-TEICKOMMYHHUKALMOHHON ceTn «VHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

KiimHnueckas kapTuHa OCTPOM WM XPOHHUYECKOM NEPENO3MPOBKM IIperapara 3aBHCHT, B
OCHOBHOM OT CTEIIEHH W MOCIEACTBUN INOTEPHU KUIAKOCTH U DIIEKTPOIUTOB; IEPENO3MPOBKA
MOXET IPOSIBIATHCA THUIIOBOJIEMMEHN, AETHIpaTalleil, T€MOKOHIEHTPAalUeW, HapyLIeHUSIMU
CEepJICUHOTO0 pHUTMA U MPOBOAUMOCTH (BKJIIOYAs AaTPUOBEHTPHUKYISApHYIO OJokamxy |
(GUOPHILTALINIO KEITYIOUYKOB).

CuMOTOMBI

CuMnToMamMu JAHHBIX PACCTPOMCTB SIBJISIIOTCA BBIPAKEHHOE CHHJKEHHE apTEepUaIbHOrO
JABJIEHUS, NIPOTPECCUPYIOIIEE BILIOTH 10 Pa3BUTHS II0OKa, OCTpas IMOYEYHAs] HEJOCTAaTOYHOCTb,
TpoMO03, AETUPHUO3HOE COCTOSIHUE, BSUIBIHN MMapaiuy, arnatus U CIyTaHHOCTb CO3HAHMSL.

Jleuenue

JleueHne HampaBICHO HAa KOPPEKUHIO KIMHUYECKM 3HAYUMBIX HAPYIIEHUH BOJHO-
JIEKTPOJINTHOrO 0OajaHca M KHCIOTHO-OCHOBHOTO COCTOSIHUSI IO/ KOHTPOJIEM COJEpXKaHUsA
IEKTPOJIUTOB B CBIBOPOTKE KPOBH, IIOKa3aTeled KHUCIOTHO-OCHOBHOTO  COCTOSIHMS,
reMaTOKpHUTa, a TAKKE HA NIPENOTBPALLEHUE WIHA TEPANTHIO BO3MOKHBIX CEPBE3HBIX OCIIOKHEHUM,

pa3BHUBAIOIIMXCS HA JOHE ITUX HAPYILICHUH.

5. ®APMAKOJIOIT'MYECKHE CBOVCTBA

5.1. dapmakoguHAMHYeCKHE CBOWMCTBA

dapmakoTeparneBTHIECKas TPYIIA: TUYPETUKH; KIICTICBBIE» AUYPETHKH; CYJIb(HOHAMU/IBI.
Koxg ATX: CO3CAO01

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie 3(b(beKTbI

[Ipemapar ®ypocemus — OBICTPOACHCTBYIOMIMI TUYPETHK, SBISIIOMIMICS MPOU3BOIHBIM
cyneponamunaa. [Ipenapat OGnokupyer cucremy Tpancmopta moHoB Nat, K+, Cl- B Tonctom
CEerMEHTE BOCXOJSLIEro KOJE€Ha MEeTJIM ['eHye, B CBSI3M C YeM, €ro CalypeTHYECKOE JIECUCTBUE
3aBUCHT OT MOCTYIUICHHs TMpenapara B MPOCBET MOYEYHBIX KAaHAIBIEB (32 CYET MeXaHH3Ma
aHUOHHOTO TpaHcmopTa). JluypeTnueckoe JeiicTBHE TMpemapaTa CBS3aHO C yTrHETEHHEM
peabcopOru HaTpusi xJopujga B dToM oTaene mnernu ['enne. BropuunbimMu sddexramu mo
OTHOILIEHUIO K YBEIMYEHUIO BBIBEACHUS HATPUs SBIAIOTCS: YBEIMYEHUE KOJUYECTBA
BBIZIETIIEMON MOYM (3a CYET OCMOTHYECKU CBSI3aHHOW BOJIbI) U YBEIHUEHUE CEKPEINH Kaaus B

JHUCTAIbHOM YacTH IIOYEYHOI'0 KaHajblla. OI{HOBpeMeHHO YBCIMYNBACTCA BBIBCACHHUC HWOHOB
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KaJIbl¥s U Mar"us. [Ipu MOBTOPHOM BBENEHHU Hpenaﬂ@;':;;@&li;y'éé%ﬁjg&ﬁ%j& HE

CHIDKAETCA, TaK Kak Iperapar MpepbhiBaeT KaHAIBIEBO-KIyOOUKOBYIO 00paTHyI0 cBsi3b B Macula
densa (kKaHAJIBLEBOW CTPYKTYpE, TECHO CBS3aHHOW C FOKCTArJIOMEpYJSPHBIM KOMILIEKCOM).
[Ipemapar ®ypocemua BBI3BIBACT JI0303aBHCUMYIO CTHMYJILUIO PEHUH-aHTHOTECH3WH-
aJIbJOCTEPOHOBOM CUCTEMBI.

IIpu cepaeyHOl HENOCTATOYHOCTH Ipemapar ObICTPO CHIDKAeT MpeaHarpy3ky (3a cder
pacimpeHus BeH), yMEHbBIIIAET JaBJICHUE B JIETOYHOW apTepUH U JABJICHUE HATIOJHEHUS JICBOTO
KeTyJouka. OTOT OBICTpO pa3BHUBArOUIUiCA S(DPEKT, MO-BUAUMOMY, OMOCPEAYeTCS uepes
P QEeKTH MPOCTATIAHAMHOB M TO3TOMY YCJIOBHEM /ISl €r0 Pa3BUTHS SBISETCS OTCYTCTBHE
HapyIIEHUI B CHHTE3€ MPOCTArJIaHAWHOB, TIOMHUMO YeTO0 JUIS peaTu3aliu 3Toro dPdexra Takke
TpeOyeTcs ToCTaTOYHAsI COXPAHHOCTh (PYHKIIUH TTOYEK.

[Ipemapatr oOmagaer THUIIOTEH3WBHBIM JICHCTBHEM, KOTOPOE OOYCIIOBJICHO ITOBBIIICHHEM
AKCKPEIMN HATPHs, YMEHBIICHHEM o0beMa MUPKYJIUPYIONIEH KPOBH W CHIDKCHHEM PEaKIuU
TJIaJIKOW  MYCKYyJIaTypbhl COCY/JIOB Ha Ba30KOHCTPUKTOPHBIE Bo3nedcTBHus  (Omaromaps
HaTpuiiypeTuueckoMy 3(dexty dypoceMun CHIKAET PEAKIUI0 COCYIOB Ha KaTeXOJIaMUHBI,
KOHIIEHTPALKs KOTOPBIX Y MAIMEHTOB C apTepHalIbHON rUIepTEeH3MEeN MOBBIIICHA).
Jlo303aBUCHMOE yBEIMYEHUE NUype3a U HaTpuilype3a HaOIofaeTcs Mpu MpueMe mpenapara B
no3e oT 10 mr go 100 Mr (3mopoBbie 100poBObIEI). [locne BHyTpuBeHHOrO BBeAeHHS 20 Mr
npenapara IuypeTudeckuii 3¢ GekT pasBuBaeTcs yepe3 15 MUH U MPOI0IIKASTCS OKOJIO 3 d.
B3aumocBs3p Mexy BHYTPUKaHAIbIEBBIMU KOHIICHTPALMSIMU HECBSI3aHHOTO (CBOOOIHOTO)
bypocemusia U €ro HaTpuilypeTudeckum 3PQPeKToM HOCUT (HOpMYy CUTMOMJIATBHOW KPUBOM C
MUHUMAJbHOH  2(PPEKTUBHOM  CKOPOCTBIO  SKCKpeuuu  (QypoceMuja,  COCTaBISIOLICH
npubnausurenbHo 10 mkr/mMuH.  [losromy mpopomkutenbHoe HH(QY3UMOHHOE BBeEIEHUE
bypocemunia Oosiee >pPeKTUBHO, YeM IMOBTOpHOE OoirocHOE BBelneHHe. Kpome Toro, mpu
MIPEBBIICHUN OMPEJCIEHHON OOMIOCHOM 103bI HE HAOMIOJAeTCs 3HAYUMOTO YBEIMYCHUS
sddekra. [Ipy cHIDKEHUU KaHATBIIEBOW CEKpelnu pypoceMuia Il MIPH CBS3bIBAaHUM Mpenapara
C HaxoJIIIMMCS B TPOCBETe KaHAIbIEB adbOyMUHOM (Hampumep, Mpu HeGpPOTUYECKOM
cuHIpoMme) 3P PexT pypoceMuaa CHIKACTCS.

5.2. dapmakoKkMHeTHYeCKHe CBOiCTBA

Abcopbrus

Bpewms gocTmkeHnsi MaKCUMallbHOM KOHIIEHTPALUK TPU BHYTPUBEHHOM BBeZIeHUH — 30 MUHYT.
buogocrynnocts 6070 %.

Pacnpenenenue

O6bveM pacopenenenus ¢ypocemuna coctaiser 0,1-0,2 n/kr maccel Tena W 3HAYUTEITHHO

BapbUpPyCT B 3aBUCUMOCTU OT OCHOBHOI'O 3a00JIeBaHUs. cDypOCGMI/I,Z[ OYCHDb CHUJIBHO CBA3BIBACTCSA
15



COOTBETCTBYET IKCNEFPTHOMY OTYETY
0103122024 N 26708
¢ Genkamu 11a3Mbl KposH (6onee 98 %), rIaBHHIM 06paé&¢r'é‘£1€§§mﬁrﬁlﬁg! EHOCTE 0001)

dypocemMu]1 POHUKACT Yepe3 IUIALCHTAPHBIA Oaphep M BBLACISACTCS B MAaTEPUHCKOE MOJIOKO.
Ero koH1eHTpanuu y mwiofa 1 HOBOPOKJIEHHOIO TAKHUE K€, KaK U 'y MaTepH.

Buorpancdopmanus

Mertabonu3upyercsi B IeUeHH ¢ 00pazoBaHueM 4-XJI0p-5-Cyiib(haMonI-aHTpaHUIOBOW KUCIOTHI.
DaUMUHAIMS

q)ypOCGMI/III BBIBOJUTCA NPCUMYIICCTBCHHO B HCU3MCHCHHOM BUJC U INIABHBIM O6p330M IIyTEM
CCKpCIMHU B IPOKCHUMAJIBbHBIX KaHAJIbIAX. TTocme BHYTPHUBCHHOI'O BBCACHHA (bypoceMHI[a
60-70 % BBeAECHHOW O3B BBIBOAWTCS OSTHUM IyTeM. [IJIFOKYpOHHUpPOBaHHBIE METaOOJIUTHI
¢ypocemunia cocrapisitor 10-20 % ot BbIBoAsIIerocs mouykamu npemnapara. OcranbHas 103a
BBIJICIISICTCS Yepe3 KUIIEUHUK, I0-BUIMMOMY, IyTeM OmnnapHoi cexpennu. KoHeunblil nepuos
MoJTyBbIBeIeHUsl (ypoceMHia Tocjae BHYTPUBEHHOT'O BBEJIEHHUS COCTAaBJISET MPHOIM3UTEIHHO
1-1,54.

TloyeyHas HEAOCTATOYHOCTD

[Ipy moYeyHOW HEJOCTATOYHOCTH BBIBEACHHWE (QypoceMHa 3aMeIAeTCs, a IepHoT
TIOJTYBBIBE/ICHUSI YBEJIMYMBACTCS; NMPH BHIPAKEHHOW ITOYEYHON HEIOCTATOYHOCTH KOHEUHBIN
TIEPUO]T TIOTYBBIBEICHHSI MOYKET YBEIMIUBATHCS J10 24 4.

HedpoTtnueckuii cuHapom

[Tpu HEDpOTHUECKOM CHHAPOME CHIDKEHHE IIa3MEHHBIX KOHIICHTPAIUI MPOTEUHOB MPUBOIUT K
MOBBIIICHUIO KOHIIEHTPAIMI HECBsI3aHHOTO (dypocemuaa (ero cBOOOIHOW (ppakmuu) B CBS3H C
YeM BO3pacTacT PHUCK pa3BUTUS OTOTOKcHYecKoro neiictBus. C  Ipyroil  CTOpOHBI,
JMYPEeTUYECKOe JIEHCTBHE (QypoceMHIia y 3TUX MAIMEHTOB MOXET OBITh YMEHBIICHO H3-3a
CBSI3bIBaHMSA (QypoceMuga C aIbOYMHHOM, HaxOISIIUMCS B KaHAIbIaX, M CHWKCHUS
KaHAJIBLIEBOU cekpennu hypoceMua.

I'emogmany3 M TIEpUTOHEANBbHBIA JHWAIW3 W IOCTOSHHBIN aM6VJ’IaTODHBII>i IIEPUTOHCATLHBIN

Hajain3
HpI/I IreMoJuaIn3c U NNCPUTOHCAIIbHOM OIUAJIN3€ U ITIOCTOAHHOM aM6y.]'IaTOpHOM MNCPUTOHCAIIBHOM
JAUaJIN3¢C (bypOCeMI/II[ BBIBOAUTCA HE3HAYUTCIIBHO.

IleueHoYHAas HEMOCTATOYHOCTh

[Ipu nmedyeHOYHON HENOCTATOYHOCTH MEPUOJ MOIYBBIBEIEHHs (pypoceMuia yBeTUYHMBAETCS Ha
30-90 %, rnaBHRIM 00pa3oM, BCIEACTBUE YBEIMYEHHMS 0OBbEMa  paclpeleseHHs.
DapMaKOKMHETUYECKUE TIOKA3ATENN y 3TOW KaTErOpHH MAllMEHTOB MOT'YT CHJIBHO BapbUpPOBAaTh.

Cepacunas HEIOCTATOYHOCTD TSKEIIOW CTENCHU, apTepHalbHAsS TUIICPTCH3US

HpI/I CCp,Z[C‘iHOfI HEAOCTAaTOYHOCTH, TSDKENIOM CTeNeHHU apTepHaHLHOﬁ THIICPTCH3UN BbBIBCIACHUC

dbypocemmuia 3aMeJIIETCS BCISACTBUE CHUKCHHS (DYHKITUU TTOYEK.
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(MOCNEOCBATENEHOCTE 0001)

TlanueHThl TOKUJIOr0 BO3pacTa

Y nuI MOXKMIIOTO BO3pacTa BhIBEACHHE (ypoceMHUAa 3aMEIIIeTCs BCIEACTBHE CHIDKCHUS
(YHKIHMY TTOYEK.
€T’

VY HEJOHOMICHHBIX W JIOHONICHHBIX JIETeH BBIBEACHHE (DypoceMHUIa MOXKET 3aMEJIATHCS, YTO
3aBUCUT OT CTEIMEHU 3PEJIOCTH MOYEK, METa00IM3M Ipenapara y rpyJIHbIX JIeTeHd TaKKe MOXKET
OBITh 3aMEJUIeH, TaK KaK Yy HHX TJIIOKYPYHUpYIOIIas CIIOCOOHOCTh TICYCHH SBISETCS
HETIOTHOIICHHOW. Y JeTel, 4eil BOo3pacT Mociie 3auaTvs MpeBbIaeT 33 Henenu, KOHEUHBIN
MepUO/ TIOJIYBBIBE/ICHUS HE TMpeBbIaeT 12 4. Y rpynHbIX JeTeil B BO3pacTe JBYX MECSIEB U

cTaplle BeIBeJIeHHE (ypoceMuia HE OTIMYAETCA OT TAKOBOI'O Y B3POCIIBIX.

6. ®PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCIOMOraTeJIbHBIX BEIIECTB

Hatpus ruapoxcuna pactsop 1 M (s koppexuuu pH).

Harpus xmopun.

Bona mig nebekiui.

6.2. HecoBmecTuMOCTH

[Ipenapat @ypoceMu HE AOKEH CMEIIUBATHCS B OJHOM LIMPHULIE C APYTUMHU JIEKAPCTBEHHBIMU
CpeaCTBaMH.

6.3. Cpok rogHoctu (CpoK XpaHeHus )

2 roja.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NIPU XPAHEHUH

B 3amuienHom ot cBeTa Mecte mpH Temieparype He Bbiie 25 °C.

6.5. Xapakrep u coaep:KaHue NePBUYHON YIAKOBKHU

[To 2 mn1 B ammynbl ¢ KOJBIIOM M3JI0OMa WJIM C HACEYKOW M TOYKOW M3IIOMa U3 HEUTpaibHOro
CTEKJIa.

[To 5 ammyn moMenaroT B KOHTYPHYIO STYEHKOBYIO YIAKOBKY U3 TUICHKH MOJTMBUHIIXJIOPUTHOM.
[To 2 xoHTYypHBIE SYEHKOBBIC YHMAKOBKM BMECTE€ C HMHCTPYKIMEH MO MPUMEHEHHUIO Mperapara
MOMEIIAI0T B KAPTOHHYIO MAuKYy.

6.6. Oco0Oble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOKEHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTXO0A0B, TMOJYYEHHbIX TOcCJde MPHMEHEHUs!
JIEKAPCTBEHHOT'0 Mpenapara u Jpyrue MaHUMyJSIUU ¢ penapaTomM

Het oco06bIx TpeGoBaHUH K yTHIN3AIUH.

PactBop ans mapeHtepanbHOro BBeneHHMs uMeeT pH oxono 9 u He obnamaer OydepHBIMU
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ceorictBamu. [lpu pH Humke 7 BO3MOXKHO BE [Haneﬂnm%glc%ﬁ%&ﬁgéﬂé;%gjg:t')-t':ll:hOK,

MOSTOMY TIPU Pa3BEJCHUM TIpernapara HEOOXOJUMO CTPEMHUThCs, 4TOoObl 3HaueHue pH
HOJIY4E€HHOTO pacTBOpa ObLJIO OT HEUTPAJIBHOIO A0 ciaborenodHoro. s pa3BeaeHuss MOXKHO
ucnons3oBatk 0,9 % pactBop Harpus xjopuja. Pa3BeneHHbIi pacTBOp Ipenapara JI0JIKEH

IMPHUMCHATLCS, 110 BO3MOKHOCTH, CPpa3y KE IMOCJIC IIPUT'OTOBJICHUA.

7. JEPKATEJIb PETUCTPALIUOHHOI'O YAOCTOBEPEHUS
Poccniickas @enepanns

I[TAO «buocunres»

440033, . [len3a, yn. Ipyxo0s1, 4

Tenedon: +7(8412) 57-72-49, 8-800-100-40-05

e-mail: Biosintez.Info@sunpharma.com

7.1. IlpeacraBuTeb Jep:KaTesisl PerucTPALMOHHOIO Y10CTOBEPeHU

IIperen3un morpeOUTENEH ClIeayeT HAPaBISITh M0 aapeECY:

Poccniickas ®@enepanus

I[TAO «buocunres»

440033, r. [1en3a, yn. Ipyx0s1, 4

Tenedon: +7(8412) 57-72-49, 8-800-100-40-05

e-mail: Biosintez.Hotline@sunpharma.com

8. HOMEP PET'UCTPAHIMOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHOMH PETUCTPAIIAU (IIOATBEPXJIEHWUS PETMCTPAIIUM,
HHEPEPET'MCTPALIUN)

Jlata nepBoii perucTpaiuu:

10. JATA IEPECMOTPA TEKCTA
OOmast ~ XxapakTepuCTHKa  JIeKapCcTBEHHOro nmpemapara  ®dypocemua  JOCTyNHA  Ha
MHGOPMAIIMOHHOM TopTaje EBpa3uiickoro 5KOHOMHUYECKOTO COKo3a B HH(POPMALMOHHO-

KOMMYHHKaI[MOHHOH ceTn «HTepHEeT» http://eec.eaeunion.org/

18


mailto:Biosintez.Info@sunpharma.com
mailto:Biosintez.Hotline@sunpharma.com
http://www.eurasiancommission.org/
http://www.eurasiancommission.org/

