COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 18.07.2024 N= 715

OBIIAS] XAPAKTEPUCTUKA JIEKAPCTBEHHOPO TIPEITAPATA 1702)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

WNunanamuna Kanown, 2,5 Mr, Ta0JIeTKH, TOKPHITHIC TUICHOYHON 000JIOUKOH.

2. KAUECTBEHHBIN U KOJJMYECTBEHHBII COCTAB

JelicTByrolee BENIECTBO: MHAATTAMHU/I.

Kaxxnas TabneTka conep uT: 2,5 M HHIamamMuaa.

BcrnomorarenbHble BeleCcTBa, HATMYKME KOTOPHIX HAJ0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npernapara: JakTo3bl MoHoruApart (cM. pasznen 4.3 u paszaen 4.4.)

[TonHbIi mepedeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JIEKAPCTBEHHASI ®OPMA
TabyeTku, MOKPHITHIC TNIEHOYHOU 000JTOUKOM.
TabneTkn Kpyrible IBOSKOBBIMYKIIBIC, OKPHITHIC MJICHOYHOW OOOJOYKONH OENoro WM IOYTH

OeJoro 1BeTa.

4. KJIMHUYECKHUE JAHHBIE
4.1. Iloxa3aHusl K IPMMEHEHUIO

Nunanamun KaHoH TmOKa3aH K NPUMEHEHUIO Yy B3pOCHBIX JUIS JICYEHUS apTEepUAIbHOU

TUIICPTCH3UU.

4.2. PexxuMm 103MPOBAHUSA M CIIOCO0 MPUMEHEHUS

Pe)xuM 103UpoBaHus

[Ipu neyeHnM MAIEHTOB C apTepHaIbHON TUIIEPTCH3UEH 1032 Iperapara He JOJDKHA MPEBHIIIATh
2,5 mr/cytku (yBeIMYECHHE PHCKa MOOOYHOTO JEHCTBUS 0€3 yCHIICHHs] aHTHUTHIICPTEH3UBHOTO

s dexra).

Oco0nIe I'pyHOIbl DTanMEHTOB

Ilayuenmul ¢ Hapywenuem yHKyuu novex
[TpuMeHeHre MPOTUBOIOKA3aHO MAIMEHTaM C TSKeJIOM MOYeYHON HeJ0CTaTOYHOCThIO (KIHPEHC
kpeatnanHa MeHee 30 mur/muH). TuasuaHble W TUA3UAONOAOOHBIE TUYPETHKH B TOJHON Mepe
3¢ (PeKTUBHBI TOJBKO y MALIMEHTOB C HOPMaIbHON (YHKIMEH MOYEK WM MHUHMMAJIbHBIMHU €€
HapylmeHusIMH (M. pazzaensl 4.3 u 4.4).
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu

[IpuMeHeHne MPOTHBOMOKA3aHO MAIMEHTaM C TSHKEJIONW MEYSCHOYHON HETOCTAaTOYHOCTHIO. (CM.
paznensi 4.3 u 4.4).

Hab}ueHMbl nooaiCus0c0 so3pacma
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Y4eTOM BO3pacTa, Macchl Tena U nona. JlekapctBeHHslid npenapar Muananamnn KanoH MoxHO
Ha3HAYaTh MMOKWIBIM MAIIMEHTaM ¢ HOPMaJIbHOHN (DYHKIMEH OYeK UK TOJIBKO ¢ MUHUMAIbHBIMU
ee HapylmeHusMH (CM. pazaen u 4.4).

Jlemu u noopocmxu 6 eo3pacme 0o 18 nem
Bbesonacnocts M 3¢ (eKTHBHOCT, NMpHMEHEHHs HHAAnaMuia y JAeTeid M MOAPOCTKOB HeE
YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Croco0 IIpuMeHeHus

[Tpumensiercst BHYTpb, | TabneTka B CyTKH, JKEIATEIBHO YTPOM.

4.3. IIporuBomoka3zanus

- l'unep4yyBCTBUTENHHOCTD K MHAANIAMUTY, IPYTUM IPOU3BOIHBIM CYIIb()OHAMUIA UITH K TFOOOMY
U3 BCIIOMOTATEIbHBIX BEUIECTB, IIEPEUNCIICHHBIX B pa3zaene 6.1.

- TsDKeJas IoYeyHasi HeJJOCTaTOYHOCTh (KIMPEHC KpeaTuHnHa MeHee 30 Mi1/MuH);

- TI€YCHOYHAs dHIeATONATHs WU TSHKEIIoe HapylieHne PyHKIIMY [TeYCHH,

- TUIMOKaJTHEMHS:

- TalnUeHTHl C HEMEPEHOCHMOCTBHIO TANAaKTO3bl, JESPHUIIUTOM JaKTa3bl, TIIFOKO30-TAIAKTO3HON
MajbaObcopOIueit;

- 0epeMeHHOCTh U MEPUOJI TPYAHOTI0 BCKapMIIMBaHUs (CM. pazzen 4.6);

- JeTckuit Bo3pact 1o 18 ner.

4.4. OcoOble yka3aHusi 1 MepblI IPEIOCTOPOKHOCTH NPH NPHUMEHEeHUH

Oco0ble yKa3zaHus

Hapymenue GpyHkimm neueHu
[Ipu Ha3HAUYEHUM TUAZUIHBIX U THA3UJONOJOOHBIX JUYPETUKOB y MAIlMEHTOB C HapyLICHHEM
(GyHKIMU TE€YeHH, OCOOCHHO B Ciy4yae HApYLICHHS OSJIEKTPOJUTHOro OanaHca, BO3MOXKHO
pa3BUTHE TIEYEHOYHOM FHIIe(PaTOonaTun, KOTOpas MOKET IPOrPECCUPOBATH 10 IEUEHOUYHON KOMBI.
B sTOM citydae npuem IUypeTUKOB CIeIyeT HEMEIJIEHHO PEKPaTUTh.

Peaxyuu pomouyscmeumenvrocmu
Coo01manocs o ciydasx pa3BUTHs peakuuil pOTOUYBCTBUTEIHLHOCTH Ha (pOHE IpreMa THA3UIHBIX
U THA3UAONOJOOHBIX JUYpeTHKOB (cM. pasmen 4.8). B cmywae pa3Butus peaxiui
(GOTOUYBCTBUTENBHOCTH Ha (OHE TMpuemMa JEeKapCTBEHHOIO IIpernapara pPeKOMEH]yeTcs
npeKkpaTuTh JeueHue. Eciu MOBTOpHOE Ha3HaueHHE IUYpPETHKAa NPU3HAHO HEOOXOAUMBIM,
PEKOMEHAYETCS 3allMIIaTh OTKPBHITbIE YYaCTKM OT COJHEYHBIX JIyded MM HCKYCCTBEHHBIX
yIbTPaHOIETOBBIX JTyUuel Thma A.

Boono-snekmpoaumuoiii banauc

CodepofcaHue UOHO6 Hampus 6 niasme Kposu
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¢doHe mpuema mpemnapara cleayeT perysipHO KOHTPOJIMPOBATh 3TOT MoKaszarenb. Heobxomum
IIOCTOSIHHBIA KOHTPOJIb KOHLIEHTPALlMM HOHOB HATpuUs, TaK KakK IE€PBOHAYAJIIbHO CHMIKEHUE
KOHIIGHTPAllM MOHOB HATpuUs B IUIa3ME€ KPOBU MOXKET OBbITh OeCCUMITOMHBIM. bosee ydacTslit
KOHTPOJIb KOHLEHTPAallUM MOHOB HATpHs IOKa3aH NAalMEHTaM C LHUPPO30M IIEYEHU U JINLAM
MOXKHIIOro Bo3pacta (cM. pazzaensl 4.8 u 4.9).

JIro60i1 nuypeTHuecKuil mpenapaT MOXET BBI3bIBATh TMIIOHATPUEMHMIO, MPUBOSAILYI0O HHOTIA K
KpalHe TSKENIBIM IIOCIEACTBHSM.

['mnoHaTpueMusi B COYETAaHMM C TUIOBOJIEMUEH MOTYT OBITh NMPUYMHON 00€3BOKMBAaHUS U
OPTOCTAaTUYECKOW TMIIOTEH3UH.

ConyrcTBylolIee CHUKEHUE KOHLIEHTPALMA MOHOB XJIOpa B IJIa3ME KPOBU MOXKET MPUBOJIUTH K
BTOPUYHOMY KOMIIEHCATOPHOMY METa0OJIMYECKOMY allKajo3y: 4acToTa pPa3BUTUS U CTENEHb
BBIPOKEHHOCTHU ATOTO 3 (eKTa He3HAUNTEITBHBI.

CopepxaHue HOHOB KaJlus B IJIa3Me KPOBU

[Ipu Tepanuu THA3UTHBIMHU U THA3UAONOJOOHBIMH TNYPETUKAMU OCHOBHOM PUCK 3aKJIIOYAETCS B
PE3KOM CHIDKEHUU COJIEpKaHMsI Kajlusl B IJIa3Me KPOBH U pa3BUTHUs runokaireMuu. Heo6xoanmo
IpeOTBpALIaTh pa3BUTHE TUIIOKAIMEMHH (< 3,4 MMOJIB/JT) Y NAIUEHTOB I'PYIIIbI TOBBIILICHHOTO
pUCKa: TMAalMEHTHl TOXHUJIOrO BO3pacTa, MCTOLICHHBIX W/WIM MOJy4arollue COYETaHHYIO
MEIMKaMEHTO3HYIO TEpanuio, MalUeHThl ¢ UPPO30M IECYCHH, NepuepuyecKuMHU OTEKaMU U
aclIUTOM, MAIMEHTOB C MIIEMHYECKOW OOJE€3HBbIO CEpAlla U CepIAEYHOM HEIOCTaTOYHOCTHIO.
['mnokanuemus y 3THX NAlMEHTOB YCHUIMBACT KapIUOTOKCHYHOCTH CEPICYHBIX INIMKO3UAOB U
MOBBILIAET PUCK PA3BUTHUS ApUTMUHU.

[TanmenTel ¢ yBenuueHHBIM HHTEpBaIoM QT, Kak BpOXKIACHHBIM, TAaK M BBI3BAaHHBIM
JICKapCTBEHHBIMU IIPENapaTaMu, OTHOCSITCS K IPYIIIIE PUCKa.

['nnokanuemusi, Takxe, Kak 1 OpauKapans, SBISETCS COCTOSHUEM, CIIOCOOCTBYIOIINM Pa3BUTHIO
TSDKEJIOW apUTMHMM, B YaCTHOCTH, MOJUMOP(GHON KEITYAOUYKOBOM TaXMKapAWU THIA «ITHPYIT»,
KOTOpBIE MOTYT IPUBOJUTH K JIETAIBHOMY UCXOY.

Bo Bcex onmmcaHHBIX BBILIEC CIIy4asX CJIELYET PEryIspHO KOHTPOJIUPOBATH COACPKAHUE Kallus B
wia3Me kposu. IlepBoe m3MepeHue copep)kaHUs MOHOB Kajlus B IIa3Me€ KPOBH HEOOXOJMMO
IIPOBECTHU B TCUCHUE IIEPBOM HEJENIM OT Hayalla JICYCHHUS.

[Ipu runokanueMun JOHKHO OBITH HA3HAYEHO COOTBETCTBYIOLIEE JICUCHHE.

Cooeporcanue kanvyus 6 niazme Kposu

TuasuaHble U THA3UIO0NONO00HBIE JTUYPETUKN MOTYT YMEHbBIIATh BbIBECHUE KAJIbIHS TOYKAMU U

MMPUBOAUTH K HC3HAUYUTCIIbHOMY U BPECMCHHOMY MOBBINICHUIO KOHICHTPAUH KaJIbLUA B IIA3MC
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rUIepnapaTupeosa.
CrnenyeT mpekpaTUTh MPUEM TUYPETHYECKHX NpernapaTtoB Nepen HcciaeAoBaHHEeM (YHKIIUU
MapalMTOBHUIHBIX JKeJe3.

CopepxaHue IIIIOKO3bI B [J1a3Me KPOBU

BaxxHo KOHTPOIHMPOBATh KOHIIEHTPAIIMIO TIIFOKO3bI B KPOBHU y MAIMEHTOB C CaXapHBIM IHa0ETOM,
0COOCHHO TIPH HATHYWHU TUITOKATHEMHH.

Mouesas kucnoma

VY nanmeHToB ¢ runepypuKeMueii MOXKET YBEIMUNUBATHCA PUCK Pa3BUTHS MPUCTYIIOB MOJATPHI.
Huypemuueckue npenapamul u GyHKYus novex

TuasuaHbIe ¥ THA3UIOMOA00IBIC TUYPETUKH Y((HDEKTUBHBI B IIOJTHON MEpE TOJIBKO y AITUEHTOB C
HOPMAaJIbHOW WJIM HE3HAYMTEJIbHO HapyIIeHHOW (pyHKIMEH mouek (coaepkaHue KpeaTHHWHA B
MIa3Me KpPOBH Y B3POCIHBIX JIUIl HIKE 25 Mr/m win 220 MKMOJB/T). Y TAlMeHTOB MOKHIIOTO
BO3pacTa HOpMaJIbHBIN YPOBEHb KPEATUHMHA B IJIa3M€ KPOBU PACCUUTHIBAIOT C YUETOM BO3pACTa,
Macchl TeJla U MoJia.

Cnenyer y4yuThIBaTh, YTO B Hauyaje JIEYCHMs] Yy NAIMEHTOB MOKET HAOIIOJAThCSl CHIKEHUE
CKOPOCTH KJIyOOUKOBOH (pUIIBTpAIIMK, 00YCIIOBIICHHOE THUIIOBOJIEMHUEH, KOTOPasi, B CBOIO OYepe/Ib,
BbI3BaHA TIOTEPEHl BOJBI MU MOHOB HATpwsi Ha (OHE MpUeMa IUypeTHYecKux mpemapatoB. Kak
CJIE/ICTBHE, B IJIa3ME KPOBU MOKET YBEJIIMYMBATHCS KOHIEHTpAIMS MOUYEBHHBI U KpEaTHHUHA.
Takas TpaH3uTopHas (pyHKIMOHANbHAs MOYEYHAs HEAOCTATOYHOCTh HE MMEET KIMHUYECKOTO
3HAYEHUs] y MAlleHTOB C HOPMalbHOM (YHKIMEH MOuYeK, OJHAKO MOXKET YCYryOJiThb Yxke
MMEBIILYIOCS J10 Havasia JICYeHUs TOYEUHYI0 HEJOCTATOYHOCTb.

XopuouoanvbHblii 8b1NOM/0CMpaAs MUONUS/ OCIPAs 3AKPbIMOY20bHAS 21AVKOMA
CynbdanunaMuipl ¥ WX OPOU3BOJHBIE MOTYT BBI3BIBATH HAMOCHHKPA3UYECKYIO DPEAKIIHIO,
NPUBOJANIYI0O K Pa3BUTUIO XOPHOUIAIBHOTO BBIIOTA C HApYyIIEHUEM IOJeH 3peHusi, ocTpoit
TPaH3UTOPHONW MHOIHUH U OCTPOI 3aKPHITOYrOiIbHON rimaykoMbl. CHMOTOMBI BKIIOYAIOT B CeOsi:
OCTPOE HAYAJIO0 CHUKEHHE OCTPOTHI 3PCHUS UM 0OJIb B a3y U OOBIYHO BO3HHUKAIOT B TCUCHUE
HECKOJIbKMX YacOB WJIM Heleldb MOcjie Hayala mpuema npenapara. [Ipu oTCyTCTBUM JieueHHs
OCTPBIM MPUCTYI 3aKPBITOYTOJIBHON TJIAYyKOMBI MOKET MPUBECTU K CTOMKOHN mortepe 3peHus. B
MEPBYIO OYepellb HEOOXOAMMO KaK MOXHO OBICTpee, OTMEHHTh MpHeM Tpenapara. Ecmu
BHYTPUTJIA3HOE JABJICHUE OCTAETCS HEKOHTPOJIMPYEMBIM, MOXKET MOTPEOOBATHCS HEOTIOKHOE
MEAMKAMEHTO3HOE JIeUeHUE WM XUPYPrudeckoe BMelaTeNnbcTBO. DakTopaMu pHUcKa pa3BUTHS
OCTPOM 3aKpBITOYTOJbHOM TIJIAyKOMBI SIBJISIOTCS: ajUIEPTUYECKUE peakUuyd Ha MPOU3BOIHbBIE
cynb(hoHaMI/Ia WK MEHULIWIMHBI B aHAMHE3e.

Cnopmcmenvl
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COCTaB JICKAPCTBCHHOI'O0 IpfCriapara I/IH,Z[aHaMI/I,Z[ KaHOH, MOXKECT OdaBaTb MMOJI0KUTEIbHBIN
pPE3yiabTaT npu NpOBCACHUN NJOIMUHT-KOHTPOJIA.

Mepbl OpeI0OCTOPOKHOCTH

Hapymienuss GpyHKIMM TEYEHW M TIOYEK JIETKOW WM YMEPEHHOW CTEMEHU TSHKECTH,
HapyLIEHUsT BOJIHO-3JIEKTPOJIMTHOrO OajaHca, MPUMEHEHHE Yy TMAalMeHTOB C YBEIHYEHHBIM
untepsanoMm QT Ha OKI', npuMeHeHne y UCTOIEHHBIX NallMEHTOB, Y NAMEHTOB, MOIyYarolInX
OJIHOBPEMEHHYIO Tepaluio ¢ IpernaparaMi, KOTOpble MoryT yBennuuBaTh uHTepBain QT,
NPUMEHEHHE C JIEKApCTBEHHBIMU IIpernapaTamMH, CIOCOOHBIMU BbI3BaTh MOJUMOP(PHYIO
JKEIIYIOYKOBYIO TaxMKApAWIO THIIA <«IMHPYIT», IpernaparaMd JIUTHS, JICKapCTBEHHBIMU
npenaparamMu, CHOCO6HBIMI/I BBI3bIBATH T'MIIOKAJIMEMUIO, CCPACUYHBIMHA TJIMKO3UIaMU (CM. pasaci
4.5), mnepudepudyeckre OTEKH WJIM aclHT, HWIIeMUYecKass OOJe3Hb Cep/la, cepacuHas
HEJ0CTAaTOYHOCTh, TUIIEPIapaTUPE03, CaXapHblil AUa0eT, THIEPYPUKEMHUSI U [TOAarpa.

BcrnioMorarennbHBIC BEIIECTBA

[TarmenTam ¢ peKO BCTPEYAKOILIECHCS HACIEACTBEHHON HENEPEHOCUMOCTBIO TajaKTO3bl,
neUIUTOM JIaKTa3bl JIOMApEeW WM TJIFOKO30-TAJIaKTO3HON ManmbabcopOmueil He ciemyeT
IIPUHUMATh 3TOT Mpernapar.

4.5. BzaumoneiicTBue ¢ JAPYIMMH JICKApCTBEHHBIMH IpenaparamMM W [Jpyrue BHABI
B3aUMO/AeHCTBUSA
Komb6unanuu, He pekoMeHayeMble K IPUMEHEHHUIO

IIpenapamol rumus
[Ipu onHOBpeMEHHOM NPUMEHEHUM HHJANaMHUia M TPENnapaToB JIUTUA, TaKXke, Kak U Mpu
coOnrofeHrH OEeccoNeBOr JUETHI, MOKET HAONIOAATHCS MOBBIIICHUE KOHIEHTPALUU JIUTUS B
IJIa3Me€ KpPOBH BCIIEICTBHE CHUKEHHUS €ro 3KCKpPELHUH, COIMPOBOXKIAKOIIEECS MOSIBICHUEM
NPU3HAKOB mepeao3upoBku. Ilpu HeoOXoauMocTH AMypeTHYecKue Mpenaparbl MOTYT OBbITh
UCIIOJIb30BaHbl B COYETAHWU C TpermaparaMd JIUTUS, TOpU ITOM CIEAYeT TIIATEIbHO
KOHTPOJIMPOBATh KOHIICHTPAIMIO JIUTHUS B IUIa3Me€ KPOBH M COOTBETCTBYIOIIUM 00pa3zom
noadupaTh 703y npemnapara.

Komounayuu, mpedyrouwjue npedocmoposrxicnocmu

Ilpenapamul, cnocobHble 6b13b16aMb NOIUMOPPHYIO HCETYOOUKOBVIO MAXUKAPOUIO MUNA
“nupysm":

- aHTHApUTMHYECKHE JIEKapCTBEHHbIe mpemnaparbl [A kiacca (XUHUAMH, TUAPOXHUHUIMH,
nusonupamu, npokanHamua) U 1C kiacca (dhaexkanaun);
- aHTHAapUTMHMYECKHME JieKapcTBeHHble mpemaparsl [II kiacca (amuomapoH, coranodi,

noderunua, noyTuaua, OpeTuius TO3UIaT, APOHETAPOH);
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THOpHUAA3UH, Tpudayonepasut, ¢iypeHasnn), 6eH3aMHUIbl (aMUCYIBIPHUJ, CYJIBTOIPH,
CYNBIIUPH], THATIPU), OYTUPOGDEHOHBI (IPONEPHUI0II, TAIONEPHI0I1); TUMO3HI, CEPTUHIO;

- AHTUACTPECCAHTHI: TPUIUKINYECKHE AHTHUICIIPECCAHTHI, CEJICKTHBHBIE HHTHOUTOPHI
00paTHOTO 3axBaTa CEPOTOHMHA (IUTATIONPaM, ICITUTAIONPaM);

- anTHOaKTepUanbHble CpeACTBA: (TOPXMHOJIOHBI (JIeBO(IOKCAMH, MOKCH(IOKCAIINH,
ciap¢ioKcalH, LUNPO(IOKCALNH); MaKpOJIUAbl (3PUTPOMULIMH TP BHYTPUBEHHOM
BBE/ICHUM, a3UTPOMHUIMH, KJIAPUTPOMHIMH, POKCUTPOMHUIIMH, CIHPAMHUIMH), KO-
TPHUMOKCA301;

- MPOTHUBOIPUOKOBBIE CPEACTBA pPssia a30JI0B (BOPHUKOHA30J, MTPAKOHA30JI, KETOKOHA30II,

¢byxoHazomn);

- TPOTUBOMAJIIPUUHBIE  CpPEACTBA (XMHHMH, XJIOPOXUH, MedJoXuH, rajgodaHTpHH,

mymedaHTpHUH);
- aHTHAHTHHAJbHBIE CPeNICTBA (PaHOJIA3UH, OCIpUIN);

- NPOTHBOONYXOJIEBbIE TMpemapaTbl M HMMYHOMOAYJSATOPHl (BaHIETAaHUO, MBIIIbIKA
TPUOKCH/]I, OKCAJIUIUIATHH, TAKPOIUMYC, aHarPEIu);
- TIPOTUBOPBOTHBIC CPEACTBA (OHIAHCETPOH);
- CpeACTBa, BIMSIONIME HA MOTOPUKY IKEIYJAOYHO-KUIIEYHOTO Tpakra (LIHU3ampui,
JIOMIIEPUJIOH );
- AQHTUTHCTaAaMHUHHBIC CpEJCTBa (aCTEMHU30J, TeppeHaNH, MU30JIACTHH);
- Mpouue: MIeHTaMUIUH, Tu(eMaHns, BAHKAMUH PY BHYTPUBEHHOM BBE/ICHUHU, Ba30IPECCHH,
TEPIUMPECCUH, KETAHCEPUH, MPOOYKOII, Tporodo, ceBo(IIypaH, TEPOAWIHH, IIUIIOCTA30]I.
[oBbllIeHue prCKa pa3BUTHUS KEITYJOUYKOBBIX ApUTMHUI, 0COOCHHO MOJTUMOP(PHOM KeTyT10UKOBON
Taxukapauu tuna "mupy’T”’ (PpakTop pucka - TUHIOKATHEMHUS ).
[lepen Ha3HaueHWEM KOMOMHHPOBAHHOW Tepanmuu UWHAAMAMHUJIOM U YKa3aHHBIMHM BBIIIE
npernapaTaM CJIeAyeT MPOBECTH HCCICNOBAHUE C LEIbI0 BBISIBICHUS THUIOKAIMEMUU U TPU
HEOOXOJUMOCTH TIPOBECTH KOppeKinuo. Heo0XoauM KOHTPOJh KIMHUYECKOTO COCTOSHUS
MalKeHTa, KOHTPOJIb YPOBHS AJIEKTPOIUTOB IJIa3Mbl KPOBH, Mokazareneit JKI'.
Y nayuenmoeg c cunoxkanuemueti Heo6X00UMO npuMeHsAmMsb NPenapamsl, He 8bl3bl8aroOUiUe
HOAUMOPGHYIO HCETYOOUKO08YI0 maxuxkapouro muna "nupysm ".
Hecmepouonwvie npomusosocnanumenvhvie npenapamul (npu CUCTIEMHOM HA3HAYEHUU),
sKratouas cenekmuenvle uneudbumopwi L{OI'-2, svicoxue 003bl ayemuicaruyunoso kuciomsl (> 3
2/cymku). BO3MOXKHO CHHYKEHUE aHTUTHIIEPTEH3UBHOTO ACHCTBUS HHIATIAMUIA.

VY 00e3BOKEHHBIX MAI[MEHTOB CYIIECTBYET PUCK Pa3BUTHS OCTPOM MOYEYHOH HEJOCTATOYHOCTU
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MOTEPIO KHUAKOCTH U B HaYaJIe JICUCHUS TIIATEITHbHO KOHTPOJIUPOBATH (PYHKIIUIO MTOYECK.

Uneubumopul aneuomensun-npespawaowe2o gepmenma (AIID):

Hasnauenne naru6utopo AII® manueHTaMm ¢ M3HAYAJIbHO CHUKEHHON KOHIIEHTpAIMEH HOHOB
HATpHsl B KPOBH COMPOBOXKIACTCS PUCKOM BHE3AIMTHOM apTepUaTbHON THIIOTCH3UN W/UITH OCTPO
MOYEYHON HETOCTATOYHOCTH (B YACTHOCTH, IMAIIUEHTAM CO CTCHO30M MIOUYEYHON apTepHH ).
[Manmentam ¢ apmepuanvholi  cunepmeH3ueli. W BO3MOXHO CHIKCHHOM, BCIIEICTBHE
MPEIIIECTBYIOIIEr0 NpueMa AUYPETHKOB, KOHILIEHTpallMed HOHOB HATpUs B IUIa3Me€ KpPOBU
HEOOXO0aUMO:

- 3a 3 aHA 10 Havana yedeHus uHruouropom AIID mpekpaTuth npueM auypeTnka. B
TaIbHEUIEM, TMPU HEOOXOIMMOCTH, TMPUEM HEKaIMicOeperaromero AMypeTuka MOXKHO
BO300OHOBUTE;

- WIM HauMHATh Tepanuto HHruoutopoM AlID ¢ HU3KUX 703, C MOCIEAYIOIUM ITOCTEIEHHBIM
YBEJIMUEHUEM JI03bI B CITy4ae HEOOXOAMMOCTH.

[Ipu xpornuueckoti cepoeunoii nedoocmamounocmu nedenue wunruouropamu AllD cremgyer
HAaUMHATh C CaMbIX HHU3KHX JI03 C BO3MOXXHBIM MpPEIBAPUTEIbHBIM CHIDKEHHUEM 103
HeKaJuiicoeperaromero AMypeTrka.

Bo 6cex ciyuasx B miepBble Henenu npuema MHrHOUTOpoB AlID y manmueHTOB HE0OXOIUMO
KOHTPOJHMPOBATHh (PYHKIIHIO MOYEK (KOHIICHTPAIMIO KPEaTHHHHA B TUIa3Me KPOBH).

Jlpyeue mnpenapamol, cnocobHvle 6vl3vleamb cunokaiuemuio: ampomepuyurn B (8/8),
2NOKO- U MUHEPALOKOPMUKOUObl  (NpU  CUCMEMHOM  NpUMEHEeHUu), Mmempaxko3aKmuo,
cnabumenvhvie cpeOCmaa, CMUMYyIUpyIouue MOmopuKy KUuleuHuKd

YBenuueHue pucKa pa3BUTHsI TUTIOKATMEMUH (aIIUTHBHBIN YD (DEKT).

HeoOxoauM NOCTOSTHHBINA KOHTPOJIb KOHIEHTPALMU Kajus B IJIa3Me KPOBH, P HEOOXOIMMOCTH
- ee koppekuus. Ocoboe BHUMaHHE CIEAYEeT YAEIATh MalleHTaM, OJJHOBPEMEHHO MOTy4YaloUM
CeplieYHbIE TIHKO3UABl. PeKOoMeHIyeTcs WCHOJb30BaTh clabWTeNbHBIE CpPEACTBa, HE
CTUMYJIUPYIOIIHE MOTOPUKY KUIIICYHUKA.

baxnogen
OTMeuaeTcsl yCWICHHE aHTUTUTIEPTEH3UBHOTO A deKTa.

[TarmenTamM HEOOXOAMMO KOMIICHCHPOBATH MOTEPIO KUAKOCTA U B HAUYaJe JICUCHUS TIIATEIHHO
KOHTPOJHMPOBATH (DYHKIIMIO MTOYEK.

Cepoeunvie enuxko3uobl
['unokanuemus ycunuBaeT Tokcuueckue 3(h(eKTsl cepeUHbIX MNIUKO3HI0B.

[Ipn omHOBpeMEHHOM TNPUMEHEHUH WHAANAMUIa ¥ CEePACYHBIX TIUKO3HUIOB CIIEIyeT
KOHTPOJIMPOBATh KOHIIGHTpAIMIO Kajaus B IU1a3Me KpoBw, mokazarenu OKI, wu, mpu
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KoMOunarmu, Tpedyrorire 0co00ro BHUMAHHUS

Annonypunon
CoBMecTHOE TIPUMEHEHHE C WMHIANAMHIOM MOXET TIOBBIIATh PHCK Pa3BUTHS pPEaKIUi
THIIEPYYBCTBUTEIBHOCTH TIPH JICYCHUH aJUTOITYPUHOJIOM.
Kombunarmu, Tpedyromire BHUMaHHS

Kanuiicoepezarowue ouypemuxu (amunopuo, cnupoHoiakmoH, mpuammepex)
KomOuHMpoBaHHass  Tepamusi WHAANAMHAOM ¥ KaIHKACOEperalomuMud  TUYpETUKaMU
nenecooOpa3Ha y HEKOTOPBIX MAIMEHTOB, OJHAKO TPU STOM HE HMCKIIIOYAeTCS BO3MOKHOCTh
pa3BUTHS TUINOKAJHMEMHUU WIM THUIEpKaTueMuH (0COOEHHO Yy TMAIMEHTOB C IOYEYHOM
HEI0CTaTOYHOCTHIO MJIH Y TMALMEHTOB C CaXapHBIM T1a0eTOM).
HeobxoaumMo KOHTpOJMpPOBaThH ypOBEHb Kalus B Ila3Me KpoBu, mokaszarenu OKI u, mpu
HEOOXOIMMOCTH, KOPPEKTHUPOBATH TEPATTHIO.

Memdopmun
OyHKIMOHANbHAS TOYE€YHAs HEJOCTATOYHOCTh, KOTOpask MOXKET BO3HHMKAaTh Ha (OHE MpHuemMa
TIMYPETUKOB, OCOOCHHO TETJIEBBIX, MOBBIIIACT PUCK PA3BUTHS, HHIYIUPOBAHHOTO MET(HOPMUHOM
MOJIOYHOKHCJIOTO aIlHi103a.
He cnenyer ucrons3oBaTh METQOPMHH, €CIM YPOBEHb KpeaTHHHMHA mpeBbimaer 15 mr/a (135
MKMOJIB/1T) y My*4uH 1 12 mr/n (110 MKMOIIB/TT) y KEHIIUH.

Hoocodepoicawue konmpacmmuvie seuecmsa
B ciydae o0e3BOKMBaHHMS OpraHm3Ma Ha (oOHE TpUeMa JHUYPETHYECKHUX IPerapaToB
YBEIIMYMBACTCSI PUCK PAa3BUTHS OCTPOW IMOYEYHOM HEJOCTAaTOYHOCTH, OCOOEHHO IMpu
UCTIOJIb30BaHUU BBICOKHX /103 HOACOAEPIKAIINX KOHTPACTHBIX BEIIECTB.
[lepen mnpuMeHEeHWEM WOACOACPKAIIMX KOHTPACTHBIX BEIIECTB IAallMEHTaM HEO0O0XOIMMO
KOMIICHCUPOBATh MOTEPIO JKUIAKOCTH.

Tpuyuxnuueckue anmuoenpeccanmol, HeUpOIenmuKU
[Ipenmaparel 3THX KJIacCOB YCHJIMBAIOT AaHTUTHMIIEPTEH3WBHOE JEHCTBUE WHIANaMUIa U
YBEJTUYMBAIOT PUCK PA3BUTHS OPTOCTATUYECKON THIIOTCH3UH (aIIUTUBHBIN 2 (PEKT).

Kanvyuiti (conu)
IIpy oOAHOBpEeMEHHOM MPUMEHEHHHM BO3MOXKHO pA3BUTHE TUNECPKAJIBIIMEMUU BCIIEICTBHE
CHIDKEHUSI BHIBE/ICHUS! HOHOB KaJIbIUS TOYKAMHU.

Luxnocnopun, makpoaumyc
Bo3MOXHO yBenWyYeHHE KOHIIEHTpAIlMM KpEaTHHHHA B IUIa3ME€ KPOBU 0e3 HM3MEHEHUS
KOHIICHTPALUH LUPKYIUPYIOIIEro HUKIOCIOPUHA, JJayKe IPU OTCYTCTBUU MOTEPH BOJBI U HOHOB

HaTpHusl.
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CHIDKEHUE aHTHTUIIEPTEH3UBHOTO JEUCTBUA (3allepKKa BOJBI M MOHOB HATPHS B Pe3yJbTaTe

JEUCTBUSI KOPTUKOCTEPOUIOB).

4.6. DepTHIBHOCTDH, 0€PEMEHHOCTH U JAKTAIUSA
bepemeHHOCTD

B Hacrosmuii MOMEHT HET JOCTaTOYHOIO KOJMYECTBA JAHHBIX O MPUMEHEHUM MHJANaMuia BO
Bpems OepemeHHOCTH (onucano mMeHee 300 cirydae).

JnuTensHOE TPUMEHEHHE THA3UAHBIX auypeTukoB B III TpumecTtpe OepeMEHHOCTH MOXKET
BBI3bIBaTh T'MIIOBOJIEMMIO Y MAaT€pPH W CHIJKEHHE MATOYHO-IUIALEHTAPHOTO KPOBOTOKA, 4YTO
IPUBOAUT K (PETOIIALICHTAPHOM UIIEMUU U 3a[I€PXKKE pa3BUTHUSA IJI0/A.

HccnenoBanus Ha )UBOTHBIX HE BBIIBUIIM IPSIMOIO MM HEMPSAMOI'O TOKCUYECKOI'O BO3AEHCTBUS
Ha PENpOyKTUBHYIO (YHKIIHUIO.

B kauecTtBe Mepbl NPEe1OCTOPOKHOCTH, PEKOMEHYyeTCsl U30erarb MPUMEHEHHs] MHanaMuaa BO
BpeMsi OEpEeMEHHOCTH.

JlakTanus

JIaHHBIX O MPOHUKHOBEHHM MHJAANAMHJIa MM €0 METa0OJIMTOB B IPYIHOE MOJIOKO y YeJIOBEKa
HEJ0CTaTOYHO.

Y HOBOpOXIEHHOTO MOXET pa3BUTHCA IOBBIIEHHAs 4YYBCTBUTEIBHOCTH K IIPOU3BOIHBIM
cyib(poHaMHIa ¥ TUIOKAJIHMEeMHUs. B CBs3u ¢ 3TUM, PUCK JUIsI HOBOPOXJAEHHOTO/MJaJieHIIa He
MOXeT ObITh HCKIIOYeH. MHmamamuy OMM30K K THA3UIHBIM JIUYpPETHKaM, MPHEM KOTOPBIX
BBI3bIBACT YMCHBILCHNE KOJIMYECTBA IPYJHOTO MOJIOKA WM JJaXK€e ITOAABIICHUE JIAKTALIHH.

He cnengyer npuMeHATh MHAANaMHU B IEPHOA IPYIHOTO BCKAPMIIMBAHMS.

DdepTUabHOCTD

I/ICCJIeI[OBaHI/IH pGHpOI[yKTHBHOﬁ TOKCHUYHOCTH ITOKa3aJik OTCYTCTBHUC BJIUAHUS HA @epTHHBHOCTB
CaMOK U CaMIOB KpBIC.

[IpeanonoxurensHO, BIMSIHUE HA (PEPTUIBHOCTD y YEJIOBEKA OTCYTCTBYET.

4.6. BuusiHMe Ha CIIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeACTBAMH U padoTaTh

¢ MEeXaHN3MaMH

WMupanamu He BIMsET HAa Hapyll€HUE BHUMAHUSA, HO B HEKOTOPBIX ClIydasiX MOTYT BO3HUKATh
pEaKI1y, CBI3aHHBIE CO CHUKEHUEM apTepHAIIbHOIO 1aBJIEHUs, OCOOCHHO B Hayajle Tepanuy Uin
npu 100aBIEHUH K MPOBOAMMON Tepamuu IpYyTrux TMIIOTEH3UMBHBIX IpenapatoB. B pesynbrare
CIOCOOHOCTH YIPABJIATh aBTOMOOUIIEM WIIH APYTUMH MEXaHU3MaMH MOXKET ObITh HapyIIeHa.
4.8. HexkennaTeibHble peakuuu

Pe3roMe HexxenaTenbHbIX PEAKIINN

Haubonee vacTeiMu HeXeNaTeNbHBIMH PEAKIHUSIMH, O KOTOPHIX COOOIIANOCh, OBUIN: peakiuu
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MPEPACIIONOKEHHOCTRI0O K  aJVIEPTUYECKUM M aCTMAaTHYECKUM  PEaKIusM, a TakkKe
MaKyJIONanyJe3Has ChIIlb.

B Xxoxe KIMHMYECKHUX HCCIENOBaHUI TMMOKamueMus (KOHIEHTpalusi Kajius B IIa3Me KpOBU
MeHee 3,4 MmoJib/iT) Habmonanace y 25 % manueHToB, a KOHIIEHTPalus Kajlvis B TJIa3Me KpOBU
MmeHee 3,2 MMoiib/1 HaOmronanack y 10 % nanueHToB uepes 4-6 Heaenb MMocie Havaia Tepanuu.
[Tocne 12 Henenb Tepanuu cpeiHEE CHUKEHUE KOHIICHTPALIMK Kalius B 11a3me coctasisuio 0,41
MMOJTB/J1. BONBIIMHCTBO HEXENATEIBbHBIX PEaKIUi (JJa0OpaTOpHBIC M KIIMHUYECKHUE TTOKA3aTEIH )
HOCSIT J0303aBUCUMBII XapakTep.

YacToTa He)KeNaTeNbHBIX PEAKIIN, KOTOpbIE ObUIM OTMEUEHBI BO BpEMS TepaIllii WHAAMIAMHJIOM,
NpHUBEICHAa B BHJE CIEeAyIOIIeld Tpamanuu: odeHb vacto (>1/10); wacto (=1/100 mo <1/10);
HevacTo (>1/1000 mo <1/100); penkxo (>1/10000 mo <1/1000); ouens peako (<1/10000, B Tom

YHClie OTJENbHBIE CITyYan).

TabauyHOE pe3roMe HEXKENATEIbHBIX PEAKIINI

MedDRA
Kaaccel ¥ cucTeMBI He:kenarenbHble peakuuu YacroTa
OpPraHoB
ArpaHynonuTos OdeHs penko
ArutacTryeckasi aHeMust OueHb penko
Hapywenus co cmoponwl kposu u
» I'emonutnyeckas anemust O4eHb pesko
JUM@amuuecKkol cucmemnl =
JlelikoneHus OueHsb penko
TpomOorTOTICHNS Od4eHs penko
[unepkanbyemMust OueHb peliko

CHIDKEHHE KOHIEHTPAIMU KaJus
U pasBUTHC  TUIOKATHEMHH,
Hapywenus co cmoponb. 0COOEHHO 3HAYMMOE s | Yacrora HensBecTHA
obmeHa ewecms u NUMAanUsl MAIMEHTOB,  OTHOCSIMXCA K

rpymnie pucka (cm. pazaen 4.4)

T'unonarpuemus (cM. paszgen 4.4) | HYacrora HeusBecTHa

Bepruro Penxo
IToBbIIIEHHAS] YTOMIIIEMOCTh Penko

Hapywenus co cmoponwi

- TonoBHas 6016 Peaxo

HepeHOU cucmembl
ITapecTe3us Penxo
ObmMopok YacToTa HEM3BeCTHA
Muonus YacToTa HEen3BeCTHA

Hapywenus co cmoponbi Heuetkoe 3penue YacroTa HEM3BECTHA

opeaHa 3penus Hapymenune 3perns YacToTa HEM3BECTHA
XopHUOUJaIbHBIN BBITIOT YacroTa HEM3BECTHA
Aputmus O4eHb penko
[MonmumopdHas sxemyoukoBas

Hapywenus co cmoponwl TaxWKapIus TUTIA KITHPYIT»

cepoya (TOTEHIMANTEHO C JIETATEHBIM YacToTa HEeu3BeCTHA
UCXoa0M) (CM. paszenst 4.4 u
4.5)

Hapywenus co cmoponwl
ApTepuanbHas THIIOTEH3HS OueHb penko

€ocy008

Hapywenus co cmoponwi PBota Heuacto

10
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3anop Penko
CyxocTb BO pTY Penko
[TankpeaTtur O4eHb penko

Hapywenus co cmoponul
neyenu U JHeenuebl800aUUxX
nymeti

Hapymenne ¢yHKIUY NeYeH

OueHsb peqko

Bo3mokHO pazBuTue
MeYCHOYHOM JHIIepamonaTiy B
ciyvyae Ne4eHOYHOM
HEJOCTATOYHOCTH (CM. pa3ieiibl

YacToTa HEU3BECTHA

43u44)
I'ematut YacToTa HEU3BECTHA
Peakiun moBeIIIeHHONH
Yacro
YYBCTBUTEIBHOCTH
Makyno-namyse3Has ChIllb Yacro
Ilypnypa HeuacTto
AHTHOHEBPOTHYECKHH OTEK OueHb penko
Kpanusnuna OueHb penko
Toxcuuecknit anuaepManbHbII
Hapywenus co cmoponwl kodrcu u OueHb penko
g HEKPOJIH3
NOOKOJICHbIX MKAHel

Cunnpom Ctuenca-J[>xoncona | O4eHb peako
BosmoxkHOe obocTpenue yxe
HMEIOLIEHCs] OCTPON CUCTEMHOM
KpacHOM BOJIYaHKHU

Peakun
(hOTOUYBCTBUTEIHHOCTH (CM.

pasnen 4.4)

YacToTa HeHU3BECTHA

YacToTa HEeU3BECTHA

Hapywenus co cmoponwsl novex

. Tloucunas HEOOCTAaTOYHOCTD
u MOH@GblGO()}ZWMX nymeu

Ouensb penko

[ToBbImeHE KOHIICHTPAIIH YacToTa Heu3BeCTHA
TJTIOKO3BI B KPOBH (CM. pa3fen
4.4)

[ToBbImeHE KOHIICHTPAIIH
MOUYEBOU KUCIIOTHI B KPOBH (CM.
pasnen 4.4)

[MoBbIIeHNE AKTUBHOCTH

NCYCHOYHBIX (bepMeHTOB

JlabopamopHnule u

UHCMPYMEHMAIbHbLE OAHHBLE
YacToTa HEeM3BECTHA
YacroTa HEeM3BECTHA

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHO coo0maTh O MOJ03pEeBAaCMbBIX HEXKETATEIbHBIX PEAKIHAX IOCIE PErUCTPaIluu
npernapara ¢ el 00eCTieueHHsI HEPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHUS «I10JTh3a - PUCK)
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCsl COOO0IaTh O JIFOOBIX
MOJI03PEBACMBIX HEXKENATeIbHBIX PEAKIMSIX JICKQpCTBEHHOTO IMpernapara 4epe3 HaIllMOHAIbHBIC
CHCTEMBI COOOIIEHHSI O HEXKEJIAaTelNbHBIX PEaKIHSIX TOCYAapCTB - wWieHOB EBpa3suiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickas ®@eoepayus:

®denepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, r. Mocksa, CriaBsiHCKasl miiomiaib, 1. 4, ctp. 1

Ten.: +7 (800) 550-99-03
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4.9. Ilepeno3upoBka

CHUMOTOMBI
Nupanamun naxe B 04eHBb BBICOKUX A03ax (1m0 40 mr, T.e. B 16 pa3 Gosbliie TepaneBTUYECKON

JI03bI) HE OKa3bIBAET TOKCUYECKOTO JACHCTBUSI.

[Ipu3Haku OCTpOro OTpaBIECHHUS JIEKAPCTBEHHBIM IPENapaToM B IEPBYKD OYEpPEb CBA3aHbI C
HApYIICHHEM BOJHO-IJICKTPOJIMTHOTO OanaHca (TUIIOHATpUEMUs, THIOKamuemus). U3
KIIMHUYECKUX CUMIITOMOB MEPEIO3MPOBKU MOT'YT OTMEUAThCS TOIIHOTA, PBOTA, apTepHaibHas
TUIIOTEH3UsI, CyIOPOTH, BEPTUTO, COHITMBOCTh, CIYyTAHHOCTh CO3HAHMS, TOJUYPHUS U OJTUTYPHUSI
C BO3MOKHBIM MEPEX00M B aHYPHIO (BCIICJICTBUE TUTIOBOJIEMUHN ).

Jleuenne

Mepbl HEOTJIOKHOM TIOMOIIM CBOJIATCS K OBICTPOMY BBIBEJCHHUIO IperapaTa W3 OpraHu3Ma:
MPOMBIBAHHWE JKEIyJIKa W/WIM Ha3HAYCHHWs aKTUBHPOBAHHOTO YIUISI C TOCIEIYIOITUM

BOCCTAHOBJICHUEM BOAHO-3JICKTPOJIUTHOI'O OajaHca B CIICHUAIM3UPOBAHHOM OTACICHUU.

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. dapmakoamHamMuuyecKHe CBOMCTBA
®dapmakoTepaneBTUUYECKas rpyIna: JMypeTUIecKoe CPeACTBO.
Kon ATX: CO3BALIIL.

MexaHu3M JIeHCTBUS

WNunanmamMu OTHOCHUTCS K TPOM3BOAHBIM Cylb(OHAMUAA C HWHIOIBHBIM KOJBIIOM H IO
(apMaKoIOTHYECKUM CBOWCTBAM OJM30K K THA3UJHBIM JUYpPETHKaM, KOTOpbIE MHTHOUPYIOT
pealbcopOLnI0 HOHOB HATPUs B KOPTUKAILHOM CETMEHTE MEeTIN HepoHa.

[Ipu sTOM yBenuumMBaeTCs BBIJCICHNUE MOYKAMU MOHOB HATPHs, XJIOpA M, B MEHBIIECH CTEIeHH,
MOHOB KajJMsi W MAarHus, 4YTO CONPOBOXKIACTCS YBEIMYCHHEM JAWype3a WM THIIOTCH3HMBHBIM
s dexTom.

dapmakoauHamuyeckue d3PPeKTol

B xmuanueckux uccnepoanusx Il m Il a3 nmpu wucnonp3oBaHmm WHAAMaMuaa B PEKUME
MOHOTEpAllUM B J103aX, HE OKAa3bIBAIOIIMX BBIPAKEHHOTO IUYpPETHYECKOTO 3(dekTa, ObuI
IPOIEMOHCTPUPOBAH 24-4acOBOW TMITOTEH3UBHBIN AP PEKT.

AHTUTHIIEpTEH3UBHAS aKTUBHOCTh WHAAMAMHU/IA CBSI3aHA C YITYYIICHHUEM 3JIACTHUYECKUX CBOWCTB
KPYIHBIX apTepuid, YMEHbIIEHUEM apTEPUOJISPHOrO U OOIIEro nepudepruyeckoro cocyancToro
COTIPOTUBIICHUS.

Nunanamu yMEeHbIIAET TUTIEPTPOQHIO JIEBOTO KETyT0UKa.

TI/IaBI/I,Z[HBIG n TI/IaBI/I,Z[OHO,Z[O6HBI€ AUYPCTUKU TIPU OHpGI[eHeHHOﬁ A03€ AOOCTUTAIOT ILIATO
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YBEJIMUMBATbCA NPU JAJbHEHIIEM MOBBINIEHWH JA03bl npenapara. Ilostromy He cienyer
YBEJIMUUBATh 103y Iperapara, €ciy Mpu NPUMEHEHUH PEKOMEHIOBAaHHOW /103bl HE JTOCTUTHYT
TepaneBTUUECKHI YPHEKT.

B KOpOTKHX, cCpeHEN MIUTENBHOCTH U TOJITOCPOYHBIX UCCIEJOBAHUAX C y4aCTHEM ITALIUEHTOB C
apTepuanbHOl rUnepTeH3uel ObUIO MOKa3aHO, YTO WHAAIAMUI:

- HE BIHMAET HA NOKa3aTeJ M JUIUIHOTO OOMEHa, B TOM YHCJIe Ha YPOBEHb TPUTIIHIIEPHIOB,
XOJIECTEPUHA, JIMIIONPOTENHOB HU3KOHM TUNIOTHOCTH U JIMIIONIPOTENHOB BBICOKOM
IUIOTHOCTH;

- He BIHMAET Ha NoKa3aTean oOMeHa yrieBo0B, B TOM YHUCIIE Y MAllUEHTOB C CaXxapHbIM

MadeToOM.

5.2. ®apmakokuHeTHYeCKHe CBOIICTBA

AOGcopbuus

buonocrynnocTs nHnanamuaa - 93 %.

MaxkcumanbHON KOHIIEHTpaluu B Tu1a3Me KpoBH (Tmax) pemapar nocturaet yepes 1-2 yaca nocie
NepopaIbHOTO IpreMa OJJHOKPATHOM 10361 2,5 MT.

Pacnpenenenue

Oxono 75 % mnpenapaTta cBs3bIBacTCca ¢ Oenkamu IiasmMbl KpoBu. Ileproa mosyBbIBeneHUS
npenapata cocranisier 14-24 gaca (B cpennem 18 yacos).

[Ipu perynsippom mpueme npemnapaTta paBHOBECHasi KOHLEHTpAIUs HHAAMAMKIA B IJIa3Me KPOBU
yBeIU4MBaeTcss (10 CpaBHEHUIO C OJHOKPATHBIM IpueMoMm). Bmecrte ¢ TeMm, JOCTUTHYTOE
PaBHOBECHOE COCTOSIHHME€ COXpPAHSETCSl B TEUYEHUE JJUTEIBHOTO TMepuoja BpPEMEHH,
CBUJICTEILCTBYSI O TOM, YTO MOBTOPHBIN MpUEM Ipernapara HE COMPOBOXKIAETCS HAKOIJICHUEM
WHJaNaMu/1a B OpraHu3Me.

DIMMUHALUSA

WNupanaMul BRIBOJUTCS B BHJIE HEAKTUBHBIX METAOOJMTOB B OCHOBHOM ¢ Mouoit (60-80 % ot
BBEJICHHOMU JIO3bI).

He 6omnee 5 % wHaanamua BEIBOIUTCS W3 OpraHU3Ma ¢ MOYOM B HEM3MEHEHHOM BHJIC.

VY manMeHToB ¢ MOYEYHOUW HEIOCTAaTOYHOCTHIO (papMaKOKMHETHYECKUE CBOMCTBA MHIAllaMU1a HE

HU3MEHAKOTCA.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BcmoMoOrareJbHbIX BellECTB

Hopo mabremxu

Kpaxmas KapTo(elbHbIN;
KPEMHUS JUOKCHUJT KOJIIOUIHBIH;

KPOCIOBU/IOH;

13
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JIAKTO3bI MOHOTUAPAT,

MarHus creapar;
nmoBuAoH K-30;
[EJUTI0JI03a MUKPOKPHUCTAILTAYECKAS.

Inenounas obonouxa

['otoBas cMech Omanpaii Oenplii Wik TOTOBasi cMech BuBakoar, B TOM uucie:
TUIPOoJI103a (THAPOKCUIIPOIIUIILIEIIII0I032);

TUIPOMEIIO03a (TUAPOKCUIIPONMIMETHIILEIIII0I03a);

TaJIbK;

THUTaHa JUOKCHU]I.

6.2. HecoBMecTuMoOCTH
He npumenumo.
6.3. Cpok rognoctu (CpoOK XpaHeHHU)

3 roxa.
6.4. Oco0Oblie Mepbl NPEeIOCTOPOKHOCTH NPH XPAHEHUH

[Tpu Temneparype He Boite 25 °C BO BTOPUYHOM yMaKOBKe (ITauKe KapTOHHOM).

6.5. Xapaxrep M coaeprkaHue NEPBUYHON YIIAKOBKH

ITo 10 wm 30 TabieTOK B KOHTYPHYIO STYCHKOBYIO YITAKOBKY W3 IUICHKH MOJUBUHWIXJIOPUIHON 1
(donbru aNIOMUHUEBON MEYaTHOM JTAKUPOBAHHOM.

ITo 1, 2, 3, 4 KOHTYPHBIX SUEHKOBBIX yMakoBkU 1mo 10 Tabnerok wim 1o 1, 2, 3 KOHTYpHBIX
STYEHKOBBIX yMakoBKU 1o 30 TabieTOK BMECTE€ C MHCTPYKIIMEH MO MPUMEHEHUIO IMOMENIAIOT B
MayKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 Mpemapara WJIM OTX0A0B, MOJYYEHHBIX TOcCJe NPUMEHEHUs
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. HAEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

3A0 «Kanonhapma mpoIaKImH

141100, MockoBckas 00u1., T.0. IlIénkoBo, 1. [1[énkoso, yi. 3apeunas, 1. 105.

Ten.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63.

DnexkTpoHHbIH aapec: safety(@canonpharma.ru

7.1. IlpeacTaBUTEb J€PsKATE/IsI PETHCTPALMOHHOIO YI0CTOBEPEHHUSI HA TEPPUTOPHH
Coro3a

IIperen3uun norpedbuTeel HANPABIIATS 10 AJIPECY:
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Poccniickas @enepanys
3A0 «KanoHhapma mpoIaKITH
141100, Mockogckas 00u1., T.0. [I]&nkoBo, r. [Ié€nkoBo, yi. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54, bakc: +7 (495) 797-96-63.
DneKTpoHHBIH anpec: safety(@canonpharma.ru

8.  HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
JITI-Ne(004373)-(PT-RU)

9. JATA TIEPBUYHOM PETUCTPAIIMM (ITOJATBEPXKXJIEHUS PETUCTPAIIUY,
MNEPEPETUCTPALIUN)
[ara nepBoii peructpanuu

22 suBaps 2024

10. JATA IIEPECMOTPA TEKCTA
OO0mas xapakTepuCTHKa JieKapcTBeHHOro mpenapara Mumganamun KanHon poctymHa Ha
uH(pOpMallMOHHOM MopTaje EBpasuiickoro SKOHOMHMYECKOTO CO03a B HH(OpPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/.
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