COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 03.06.2025 N2 14022

HO MEAUIIUHCKOMY NIPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
Juxgepp100®

PerucrpanuoHHblii HOMep:

Toprosoe Hanmenosanue: JIuxdeppl00®

MeskayHapoaHOe HeNATEeHTOBAHHOE WM ITPYNNIMPOBOYHOEe HAaMMeHoOBaHue: xene3a [I11] ruapokcun

Caxapo3HbI KOMIUIEKC

JlekapcTBenHasi ¢popma: pacTBOp JJIsl BHYyTPUBEHHOTO BBEICHUS

Cocras

1 M1 mpenapara COIEpKUT:

Oeticmsyoujee eujecmao:.

xenesa [I1I] ruapokcu caxapo3Hblii KOMIUIEKC B iepecuete Ha xxene3o [II] — 20 mr;

ecnomozamelibHole eeujecmea.; HaTprus TUAPOKCUI, BOAA JJIA I/IH’I)GKHI/Ifl.

Onucanue: HerOSPaHHHﬁ pacTBOp OT KPACHO-KOPUYIHEBOT'O 1O KOPHUIHEBOI'O IIBCTA.

(I)apMaKOTepaneBTuquKaﬂ rpymnma: AHTUaAHCMHWYCCKHUEC npemnaparnkl; nmpemnaparbl KeJe3a,
MapCHTCPAJIBbHBIC ITPECIIapaThl KEJIC3a.

Kon ATX: BO3AC.

dapMakoJiornieckoe aeicrpue

Dapmakoounamuka

Mexanuszm delicmeus

AKTHBHBIN KOMIIOHEHT IMIpenapara — *ejae30-caxapo3Hblii KOMIUIEKC — COCTOUT U3 siApa MHOTOSIIEPHOTO
ruapokcuaa xenesa (II1), okpykeHHOTO OONBIIMM KOJIMYECTBOM HEKOBAJICHTHO CBSI3aHHBIX MOJICKYJ
caxapo3sl. CpemHss MOJICKYJIsIpHAs Macca 3TOro Komruiekca mpuMepHo paBHa 43 k/la. Ctpykrypa
MHOTOSIZICPHOTO JKEJIEe30COAEpKAIIEro sApa CXOAHA €O CTPYKTypod sapa Oenka depputuHa —
(DU3HONIOTHYECKOTO JIeNOo jKene3a. DTOT KOMIUIEKC IMpeIHa3HaueH ISl CO3/aHUs YIPaBISIEMOTO
MCTOYHUKA YTHIIM3UPYEMOTO Kene3a i OeIKOB, OTBEUYAIOLINX 3a TPAHCIIOPT U ICTIOHUPOBAHUE Kele3a

B Opranu3Me (COOTBETCTBEHHO TpaHCcheppuHa U GEPPUTHHA).
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3aXBaThIBACTCS] MPEUMYIIECTBEHHO PETUKYJIOIHIOTEIHAIIBHON CHUCTEMOW II€YEHHU, CEJIEe3€HKU U
KOCTHOTO Mo3ra. Ha ciiemytoriem stare eje30 UCIOIb3yeTCs sl CHHTE3a FeMOTI00MHa, MUOTI00MHA
U JPYTHUX KeJle30co/epKaluX (pepMEeHTOB MO0 XpaHUTCS NPEUMYILECTBEHHO B ME4YeHU B dopme

dheppuTHHa.

Dapmakokunemuxa

Pacnpeoenenue

deppoKHHETHKA JKele30-caxapo3Horo Komiuiekca, medennoro °2Fe u *°Fe, onennBanach y marueHToB
C aHemmeil M XPOHMYECKOH MOYEYHON HEJOCTATOYHOCTHIO. B Teuenme mepsbix 6—8 wacoB °2Fe
3aXBaTHIBAJICS TMEYEHBIO, CEJIE3EHKON M KOCTHBIM MO3roM. CuMTaeTcs, 4To 3axBaT pPaAHMOaKTHBHON
METKH CeNle3eHKOW, Ooratoil Makpodaramu, sBISETCS TUINMYHBIM JJIA 3axBaTa IKejes3a
PETUKYIOHIOTETUAIBHON CHCTEMOIA.

Ilocne BHYTPHBEHHOTO BBECHHS OJHOKPATHOM 10361 mpemnapara Jukdeppl00®, comepsxaneii 100 mMr
&KeJe3a, 3J0POBBIM T0OOPOBOJIBIIAM MAaKCHMaJIbHBIE CyMMapHbIe KOHIICHTPALMHU JKeJie3a B CBIBOPOTKE
nocturanuch udepe3 10 MUHYT moclie MHBEKIHH, TIPU 3TOM CpEAHss KOHLIEHTPAlMs COCTaBIsia
538 umons/n. OOveM pacnpeneneHuss LEHTPATbHOM KaMepbl IMOJHOCTHIO COOTBETCTBOBAI O0BEMY
ma3Mbl (0KOJIO 3 ).

Memabonusm

[Tocne nnbeKIIUYN caxapo3a Mo 00JIbILEH YacTH pacialaeTcs, a MHOTOSJIEpPHOE Kelle30CoAeprKalliee s1,1po
3aXBaThIBACTCA MPEUMYLIECTBEHHO DPETUKYJIOIHIOTEINANBHOM CUCTEMOM TMEYeHHU, CeNE3eHKH U
KocTHOro Mo3ra. Uepes 4 Helenu mocie BBEJICHUS YTHIIM3AIMS HKelle3a SpUTPOLUTAMH COCTaBIIsIa OT
59 no 97 %.

Buiseoenue

CpenHsisi MoJEKyJsipHash Macca >KeJe30-CaXxapo3HOro KOMILIekca mpumepHo paBHa 43 x/la, yto
JOCTaTOYHO MHOTO JUIsl IPEAOTBPAIICHHUS BBIBEJICHHS Yepe3 TIOUKH.

BriBefieHne kee3a TOYKaMH B NepBble 4 uaca TOcCie MHBEKIMM 103bI mpemapara Jlukpeppl00®,
conepsameit 100 mr kenesa, cocraBisio MeHee 5 % OT BBeeHHOM 103bl. Uepes 24 yaca cymmapHas
KOHIIGHTpALUs XkKeJe3a B ChIBOPOTKE CHIKANACh 710 YPOBH Iepel BBeIeHUEM Npenapata. BoiBenenue

caxapo3bl TOYKaMHU COCTABIIIIO TPUMEPHO 75 % OT BBEICHHOM JTO3HI.

Iloxka3zaHus K NIPUMEHEHHIO
[penapar JIukdeppl00® mokasaH K NPUMEHEHHIO y B3POCIBIX, HOAPOCTKOB M JeTell i jedeHus
KeJe30/1e(UIUTHBIX COCTOSHUM B CIEIYIOUINX CITydasiX:

® TIpU KIMHUYECKON NOTPEOHOCTH B OBICTPOM BOCIIOJTHEHHUH 3a1acoB XKelle3a;



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 03.06.2025 N= 14022

® Yy MAalMEHTOB, KOTOPHIE HE TIEPEHOCST MePOpaIbHBIE HDenatl)-glrll_;II:;ng %’EJ %‘le_l EEB‘EEDEE}QT: gg}'{(HM

JICUCHHS;
® IpM HAIMYUM AKTHBHOTO BOCHAJIMTEIHLHOTO 3a00JICBaHMS KHIIEYHHKA, KOTJa TepopaTbHbIe

npenaparsl xene3a Hedh(HEKTHBHBL.

IIpornBoONOKa3aHUA

o [loBbllIeHHAss YYBCTBUTEIBHOCTh K IKEJIE30-CaXapo3HOMY KOMIUIEKCY, pPAacTBOPY Kele30-
Caxapo3HOro KOMIUIEKCA WIH K JIIOOOMY KOMITIOHEHTY, BXOSIIEMY B COCTaB Mpernapara;

e aHemusl, He O0YCIIOBJICHHAs ACPUIIUTOM XKele3a;

¢ HalIWYyMe TPU3HAKOB TIEPErpy3KH >KEIe30M WM BPOXKICHHBIE HApYIIEHUS IPOLIECCOB €ro
YTHIM3AIUY;

e | TpumecTp OGEpEeMEHHOCTH.

C 0CTOPOKHOCTBHIO

[Tanuentam ¢ OpOHXHATBHOW AacCTMOM, JK3€MOM, IOJMBAJICHTHON allJIEprueh, aJlJIepru4eCKUMH
peakuusMU Ha MHBIE [apeHTEpalbHbIE IIpernapaThl JKeje3a W JIMIAM, HMEIOUIMM HU3KYIO
’KEJIC30CBSI3BIBAIOIIYIO CIIOCOOHOCTh CHIBOPOTKHM M/Win Aeduuur domueBoit kucnotsl, xeneza [I11]
TUIPOKCHJI CaxapO3HbIM KOMILJIEKC HYKHO HAa3HA4aTb C OCTOPOKHOCTBIO. Takke OCTOPOKHOCTb
TpeOyeTcsi MpH BBEACHUHU IpenapaToB >Kejle3a MalMeHTaM C NEeYEeHOYHON HEeJOCTaTOYHOCTBIO, C
OCTPBIMU MJIM XPOHHMYECKMMM HHQPEKIMOHHBIMU 3a00JIEBaHUSMU U JIMLAM, Y KOTOPBIX MOBBIIIEHBI
MoKazareiau GeppuTHHA CBIBOPOTKH KPOBH, B CBSI3U C TEM, UTO APEHTEPAIbHO BBOAMMOE KEJI€30 MOXKET

OKa3bIBaATb He6HaFOHpI/I5{TH06 JeficTBHE IIpU HAJINYUU 6aKTepI/IaJ'ILHOI\/’I HnJIn BI/IPYCHOI\/'I I/IH(I)GKLII/II/I.

IIpuMeHeHnne npu 6epeMeHHOCTH M B EPHO/I TPYAHOI0 BCKAPMJIMBAHUA

bepemennocmo

VMepeHHOe KOJNMYECTBO JAHHBIX MO NpuUMeHeHHIo mnpenapara Jlukdeppl00® 6GepemeHHBIMU
xeHmuHaMu Bo I u Il TpumecTpax GepeMEHHOCTH HE BBISBUJIO KaKUX-THOO Yrpo3 Ui MaTepH WM
HOBOPOKJIEHHOTO.

Opnuako npenapat JIukdeppl00® cremyer npumensts Bo Bpems 11 u Il Tpumectpa GepeMeHHOCTH
TOJIBKO TOT/1a, KOTJIa MOTEHLIUANIbHAS M0JIb3a JIJIsl MATEPHU MPEBBIIIAET MOTEHIMAIBHBIN PUCK JUIS TIJ10/1a.
[Ipumenenue npemnapata B | TpumecTpe OEpEMEHHOCTH MPOTUBOIIOKA3aHO.

Pesynbrarhl mccnenoBaHU Ha >KMBOTHBIX HE BBISIBUIN TPSMBIX WM OMOCPEIOBAHHBIX BPEIHBIX
BO3JICUCTBUI Ha TeYeHHWE OEPEMEHHOCTH, pPa3BUTHE AMOPHMOHA/TIIONA, POJBI WU TIOCTHATAIHLHOE

pa3BUTHE.
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(MOCNEOOBATENEHOCTE 0002)

I'pyonoe éckapmnueanue

KoanuecTBo AaHHBIX MO BBIAEIEHUIO JKE€JI€3a C IPYAHBIM MOJIOKOM 4YEJIOBEKA I10CJIE BHYTPUBEHHOIO
BBEJICHHS JKEJI€30-CaXapO3HOr0 KOMIUIEKCa OrpaHM4YeHo. B pamkax HeOOIBIIOr0 KIMHUYECKOTIO
HCCIIEIOBaHMsI 3/I0POBbIE, KOPMSIINE IPYAbI0 MaTepu ¢ JepHUUUTOM xere3a noiaydanu 100 mr B Buze
AKeJIe30-caxapo3Horo komiuiekca. Uepes 4 aHs mocie JeueHus coiepKaHue xele3a B IpyAHOM MOJIOKE
HE MOBBIIIAJIOCH, U Pa3HUILbl B CPABHEHUU C KOHTPOJIbHOM rpynnoi (N = 5) He Habmoaanock. Henb3s
®
UCKJIIOUUTh TOT (akT, uTo >Keme3o w3 mnpenapata Jlukdeppl00® wmoxer mocrynarb
HOBOPOXKJICHHOMY/MJIaJICHILYy C MOJIOKOM MaTepH, 03TOMY CIIeAYeT MPOBOJUTH OLIEHKY COOTHOIIEHUS

PHUCKA U I10JIb3bI.

Cnoco0 npuMeHeHHUsI M pPe:KUM 103UPOBAHUSA

Cnocood npumenenus

IIpenapart JIuxdepp100® BBOAUTCS TONBKO BHYTPUBEHHO: ITyTeM KalenbHOH HHBY3UH, UM MeJIeHHOH
WHBEKIINHY, T HEMOCPEICTBEHHO B BEHO3HBIN Y9aCTOK JUATU3HONW CUCTEMBI.

Beenenne npenapara JIuxdeppl00® DOMKHO OCYIIECTBIATHCSA MOA HAONIONEHHEM MEIMIIHHCKOTO
MepCcoHaNa, UMEIOUIEr0 OMBIT JUArHOCTHUKU U JICYCHHs] aHA(PUIAKTUYECKUX peakUuid, B YCIOBHIX
CHEIHATM3UPOBAHHOTO  OTAeneHus. JlomkHa ObITh oOecrieyeHa BO3MOXXHOCTh — IMPOBENICHUS
MPOTUBOIIOKOBOW  Tepanmuu, Bkmowaromed 0,1 %  pactBop smmHedpuHa  (ampeHamnHA),
AQHTUTHCTAaMUHHBIE W/WIA KOPTHUKOCTEPOHMIHBIC TNpenapaThl. TecT-mo3a He SIBISETCS HAIACKHBIM
MPOrHOCTUYECKUM (DAaKTOPOM pa3BUTHS B MOCIEAYIOLIEM pEaKIUil THIepUyBCTBUTEIBHOCTH, B CBS3H C
4eM ee MpeJIBapUTeIbHOE BBEICHHE HE PEKOMEHIYEeTCs.

Bo Bpemst BBeieHUS Mpenapata U HEMOCPEICTBEHHO MOCTIe BBEACHUS MAIUEHTHI JOJDKHBI HAaXOAUTHCS
nmoJ HaOmogeHneM Bpada. [lpu TOSBICHWM TEPBBIX MPU3HAKOB aHAQWIAKTUYECKHX PEaKIUi
IpUMEHEHHE IpenapaTa JOHKHO ObITh HEMEAJICHHO MPEKPaIeHo.

HeoOxonuMo Habmo1aTh 32 KaKIbIM MAIIHEHTOM B TeUeHHE Kak MUHUMYM 30 MUHYT MOCJE KaXI0ro
BBesieHus npenapata Jlukdeppl00® B TepaneBTHYECKO# 103€ HA IPEIMET OTCYTCTBHS HEXKEIaTEIbHBIX
SIBJICHUM.

Buympusennas kanenvnasn ungysus

Henocpencteenno mepen uH(py3ueidr npemnapar HyxHO pa3Bectu 0,9 % (macca/o0bem) pacTBOpoM
nHarpus xynopuna (NaCl). Pa3BenenHblii pacTBOp J0KEH ObITh MPO3payHBIM, KOPUYHEBOTO IBETA.
Pa3Benenue crenyer NpoM3BOOUTH HEMOCPENCTBEHHO Nepen HHGY3Hell, a MOJy4yeHHBIH pPacTBOP

ClIeTyeT BBOJAUTH CIEAYIOIIUM 00pa3oM:
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JHo3a JHo3a MakcuMaiabHbIH 00beM DasBeﬁQI'l_?B; i %ﬁ%ﬁiﬁﬁ&&%%é&f I/I"l;d;%ll/ll/l
npenapara, | Impernapara, crepunbsHOro 0,9 % pactBopa
MT XKele3a MIT HATpUS XJIOpHIA

100 5 100 mu 15 munyT

200 10 200 mn 30 MunyT

300 15 300 mur 1,5 gaca

400 20 400 mut 2,5 gaca

500 25 500 mir 3,5 yaca

Pa3zBenenue mnpemapara 10 Oojee HM3KUX KOHLEHTpaUMi »Keje3a HEeIOMYCTHMMO IO IpUYUHAM,
CBSI3aHHBIM CO CTa0MJIBHOCTBIO PacTBOpA.

Buympusennasa unvexyus

Ipenapar JIuxpepp100® MoKeT BBOAUTHCS MyTeM MeJIEHHOM BHYTPUBEHHOM HHBEKIIUU CO CKOPOCTHIO
1 M1 HEepa3BeIEHHOTO pacTBOpa B MUHYTY, U €ro J03a He A0JbkHa npesbimath 10 M (200 mr xenesa)
Ha UHBEKIIUIO.

Hnvexyus 6 6eHo3mblll y4acmoKk OUaIU3HOU cucmembl

Ipenapar JIukdeppl00® MOKHO BBOAMTH BO BpEeMs CEaHCa TEMOJMANHM3a HEMOCPEJCTBEHHO B
BEHO3HBIH y4aCTOK JUAITU3HON CHCTEMBI IIPU COOTIOICHUH TEX K€ YCIOBUH, UTO U JUII BHYTPUBEHHOMN

HMHBCKINH.

Pesrcum oo3uposanusn

JInist KaXI0ro TMalMeHTa CieqyeT WHIMBHIYaTbHO pPAacCUMTHIBATh KYMYJSTHBHYIO JI03y Iperapara
JIuxdepp100®, KOTOpYIO HEJB3S HPEBBIIATD.

Pacuem 0ozl

OO6mas KyMynsTHBHas 103a rpenaparta Jlukdeppl00®, skBuBaneHTHAs 061EMY AeQUIUTY Kenesa (Mr),
oIpeziessieTcsl Ha OCHOBaHHMM cojepikanus remorsioouHa (Hb) u maccer tena (MT). Jlo3y npemnapara
JIuxdeppl00® crenyeT paccuMThIBATH MHAMBUIYAIbHO ISl KaXIOTO MAIMEHTa B COOTBETCTBUM C
00IIKM /1e(DUITUTOM 3Kele3a, PACCUUTAHHBIM 110 HHXKETIpUBeIeHHO! dopmyiie ['aH30HM:

O0mmii nepuuur :keae3a [Mr|] = macca Tena [kr|] X (umesieBoe coaep:KaHHe reMorJio0MHa —

(PpaxTHueckoe comep:kanue reMorsio0uHa) [r/n] x 0,24* + nenoHUPOBaHHOE KeJie30 [Mr]

IleneBoe comepxanue remorimoomaa = 130 r/1, a KOTMIECTBO
ITpu macce Tena meHee 35 Kr
JETIOHUPOBAHHOTO Kelie3a = 15 MI/Kr Macchl Tena

[leneBoe conmepkanue remorinodouHa = 150 r/a, a KOTUYECTBO
IIpu macce Tena 35 xr u Oosnbie
JIETIOHUPOBAHHOTO *keme3a = 500 mr

*Koaddunuent 0,24 = 0,0034 (comepskanue xeneza B remornodune = 0,34 %) x 0,07 (macca KpoBU =

7 % ot maccel Tena) X 1000 (mepeoa [r] B [mr]).
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(MOCNEOOBATENEHOCTE 0002)

O61ee xkonuuecTBo npenapata Jlukdeppl100®,

KOTOPOE CJIEAYET BBECTH (B MJI)

O61wmi peduumt xeiuesa [mr]

20 mr xene3a/min

O6u1ee komuuecTso npenapara Jlukdeppl00® (Mi1), KOTOPOE CIEAYET BBECTH, B 3aBUCHMOCTH OT MACChI

Telna, (paKTUYeCKOro coAep KaHusi TeMOrJIO0NHA U [EJIEBOTO COJIEPKAHUS TeMOTI00nHa™ *:

Macca Oo6mee kommuecTso npenapara JIukgeppl100® (20 mr xkesre3a Ha MJI), KOTOpPoe
TeJa, KT ciiefyeT BBECTH
remorJioouH 60 r/n |remorsiooun 75 r/n  |remorsioonn 90 r/sn  |remorsuo0un 105 r/a

mr Fe M mr Fe MJI mr Fe M mr Fe M

5 160 8 140 7 120 6 100 5
10 320 16 280 14 240 12 220 11
15 480 24 420 21 380 19 320 16
20 640 32 560 28 500 25 420 21
25 800 40 700 35 620 31 520 26
30 960 48 840 42 740 37 640 32
35 1260 63 1140 57 1000 50 880 44
40 1360 68 1220 61 1080 54 940 47
45 1480 74 1320 66 1140 57 980 49
50 1580 79 1400 70 1220 61 1040 52
55 1680 84 1500 75 1300 65 1100 55
60 1800 90 1580 79 1360 68 1140 57
65 1900 95 1680 84 1440 72 1200 60
70 2020 101 1760 88 1500 75 1260 63
75 2120 106 1860 93 1580 79 1320 66
80 2220 111 1940 97 1660 83 1360 68
85 2340 117 2040 102 1720 86 1420 71
90 2440 122 2120 106 1800 90 1480 74

**[Ipu macce Tena MeHee 35 Kr: 1esieBoe cofepxkanue remorinoouna = 130 r/m.

[Tpu macce Tema 35 kr u OonbIe: MesieBoe coaepkanne remoriaoouna = 150 r/m.

Jlnis mepeBoaa reMornoOuHa (MMOJb) B TeMOTI00UH (T/11) HY’)KHO YMHOXKUTH TIepBO€ 3HaUeHue Ha 16.

Ecnmu obmiast HeoOxonuMasi 103a MPEBHIIAET MAaKCUMAIBHYIO JO3BOJCHHYIO OJHOKPATHYIO /103y, €€

CJIeIyeT pa3AelIuTh Ha HECKOJIBKO BBEACHUH.
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MepBOHAYAIIbHBINA JTUATHO3 CIIEYET ePECMOTPETh.

Pacuem 0o3bi 01151 60cnonnenus 3anacos ceneza nocie Kpoeonomepu uiu npu coaue CleOJZOZI/t’lHOIZ

Kposu

®
Jo3y mnpemnapara Jlukdeppl00®, HeoOXomuMmyro I KOMIEHcCAIMu JedUIMTa JKelie3a, MOXKHO
paccuymTaTh 10 CISAYIOIUM (GOpMyIaM:
— €CIM KOJMYECTBO IOTEPSHHOM KpoBU u3BecTHO: BBeneHue 200 mr skenesa (10 mn mpemapata
JIukdeppl100®) NOMKHO NPUBOAUTL NPUOIUZUTENLHO K TAKOMY K€ MOBBIIIEHHIO KOHIEHTPALUH

remMorjio0uHa, 4To u nepenuBanue 1 mopiuu kposu (400 mi1 ¢ KoHIIEHTpanuei remoraoonHa = 150 r/m)

KosmnuectBo xeines3a, KoTopoe
KomngectBo nopuuii norepstaaoit kpou % 200 Mr

HEO0OXOIMMO BOCIIOIHUTH [MT]

HJIN

Heo0xoaumelii 006eM

KonnuectBo nopuuii norepssHHOM kpoBu * 10 mi
npenapara Jlukpepp100® [mi]

— €CJIM COACPKAHUC reMoIJIoONHa HIDKE KEI1acMoro, (bopMyna mnpeamnojaract, 4ro ACIO XKEJIC3a

TIOTIOJTHSATH HE TpeOyeTcsl.

Macca Ttena [kr] % 0,24 X (ueneBoe cojaepKaHHE
KonnuectBo xene3a, Kotopoe

reMOTJIOONHA - (I)aKTI/ILIeCKoe COJACPpIKaHNC

HEO0OXOMMO BOCTIOJHUTH [MT ]
reMmoriioouna) [r/mi]

ITpumep:

ITpu macce Tena = 60 KI ¥ CHIDKEHUH cojiepKaHus reMoriaoonHa = 10 r/xa

=> ~150 Mr xkene3a HEOOXOIUMO BOCITOJIHHUTE,

=> geobxoaumo 7,5 M npenapata Jlukpeppl00®.

MaxkcuManbHas epeHocHMast pa3oBas U HeJlelbHasl 103bl yKa3aHbl HIKE B opa3aenax «CTangapTHble

J03bI» U «MakcuMaiabHas nepeHoCuMad pa3oBas U HCACIbHAA JO3bD».

Cmanoapmuvie 003b1

B3pocavle nayuenmol u nayuermol NOXCUI020 803PACA

5-10 mn nipenapata JIukgpepp100® (100200 mr xenesa) 1-3 pasa B HeeIo.
Maxcumanvrno nepenocumas pazoeas u HeoenbHas 003bl

B3pocavle nayuenmol u nayuermosl ROXCUI020 803PACIA

MaxkcumanbHast TepeHoCuMast 103a B CYTKH, BBOJMMAs B BHJIC HHBEKIIMH HE YaIie 3 pa3 B HEACIIO:
e 10 mn npenapara JIuxdepp100® (200 Mr xene3a), BBOAUMBIE B TeUeHHE MUHUMYM 10 MHHYT.

MaxkcuManbHas mepeHocuMast 103a B CYTKH, BBOJIMMAsi B BUJIE HH(Y3UH HE daie | pa3a B HeleIo:
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e [ramMeHThl ¢ Maccoi Tena ooiee 70 xr: 500 mr xenesa (25 MQEB%H%EJTMBME{;@—):B %I;}a;'\nme

B TCUCHUE MUHUMYM 3,5 4acoB;

® TIAIMCHTHI C Maccol Tena 70 Kr u MeHee: 7 MT jKeJie3a/KT MacChl TeJia, BBOJAMMBIE B TCUCHHE MUHIMYM
3,5 gacos.

Crnemyer cTporo TpHICPKUBATHCS BpeMeHH WH(QY3WH, YKa3aHHOro B monpaszzaene «Crmocob

IIPUMEHEHHUS1», JaXKE €CIIU NAUEHT He NOJIyYHJI MAKCUMaJIbHOM IIEPEHOCUMOM pa30BOM J1O3bI.

JMemu

Nmeercss numib yMEpEHHOE KOJMYECTBO J@HHBIX O IPUMEHEHUU Ipenapara y JAeTeldl B paMKax
uccienoBaHuil. B cinyyae kKiimHUYecKkoi HEOOXOAUMMOCTH IPUMEHEHUS HE PEKOMEHYETCs PEBBIILIATh

103y 0,15 mn npenapata JIukdeppl100® (3 Mr sxenesa) Ha KT Macchl Tella He yallle 3 pa3 B HeJeIo.

IToGouHoe neiicTBHE

Pe3tome npogpuna 6ezonacnocmu

HauGonee wactoii HexenarensHOM peakiueir (HP), perucrpupoBaBiueiics B paMkaX KIMHHMYECKHX
uccnenoBanmii kenesa [llIl] rumpokcun caxapo3HOro KOMIUIEKCA, SBISUIOCH W3MEHEHUE BKYCOBBIX
OLIYIICHUI, KOTOpoe Halmoanock ¢ dactotor 4,5 smienus Ha 100 cyOonekToB. Hambornee BakHBIMU
CEphE3HBIMU HEXENIATEIbHBIMUA PEAKIUsIMH, CBSI3aHHBIMH C TpuMeHeHueM kene3a [lIl] rumpoxcun
Caxapo3HOT0 KOMIUIEKCA, SBISUINCH PEaKIMU TUTIEPUyBCTBUTEIBHOCTH, KOTOPhIe HAOMIOAAINCh B PAMKax

KIIMHAYECKUX UccienoBanuii ¢ yactotou 0,25 sBrnenus Ha 100 cyOBEKTOB.

Tabnuunoe pesrome nedcenamenbHvIxX PeaKyuil

B tabmine Hmwke nepeunciensl HP, 3apeructpupoBaHHbIe TIOCTIE IPUMEHEHHS MIperapara, coJepKaIiero
KEJIe30-Caxapo3HbIi KOMIUIEKC, B paMKaX KIIMHUYECKHX UCCIIEIOBAHMUH, a TAkKe B TIOCTPETHCTPALIMOHHOM
nepuoze. Yactora BO3ZHMKHOBCHHUS HEXKEIATCNBHBIX pEAKIMH OMpeNeNsiach B COOTBETCTBHU C
kinaccudukanueir BcemupHoii opranmsaiuu 3apaBooxpanenus (BO3): ouens uacto (> 1/10); gacrto
(> 1/100, Ho < 1/10); Heuacto (> 1/1000, o < 1/100); penko (> 1/10000, o < 1/1000); oueHp peako

(< 1/10000), yacTora Hen3BecTHA (HA OCHOBAHUHM MUMEIOIIMXCS TAHHBIX OIIEHUTh HEBO3MOXHO).

CucremHo- Yacro Heuacro Penxo Yacrora
OpraHHbI| KJjacc Heu3BecTHa™
Hapyumenus co ['unepuyBcTBHTEN AHadUIaKTONIHbI
CTOPOHBI BHOCTb € peakuuu,
HMMYHHOM aHTHOHEBPOTUYEC
CHCTEMBI KU OTEK
Hapywenns co Hapymenue I'onoBHas 6ob, OO6MOpOK, CHMKeHHBIN
CTOPOHBI BKYCOBBIX TOJIOBOKPYKEHHE, COHJIUBOCTb yYpOBEHb
HEPBHOM OILYLIEHU I rapecresus, CO3HaHUA,
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CucremHo- Yacro Heudcro "' [“=""Pemico” =" """ '"dactora
OPraHHbIi KJacc HeM3BeCTHa™
CHCTEMBI TUIIECTE3US CIIyTaHHOCTh
CO3HAaHUs, TOTEPS
CO3HaHU4,
TpEBOTra, TPEMOP
Hapymenusi co Omrymenue bpanuxapaus,
CTOPOHBI cepaua cepALeOneHus TaxuKapaus
Hapymenus co CHuxenue I'unepemus, Cocynuctbiit
CTOPOHBI COCY0B | apTEPUAILHOTO ¢bnedur KOJIIAIC,
JIaBJICHUS, TpomMbodIeOuT
apTepuagbHas
TUIEPTEeH3Us
Hapymenus co Oppiiika bponxocmazm
CTOPOHBI
AbIXaTeJIbLHOH
CHCTEMBI,
OPraHoB rpyaHO#
KJICTKH 1
CpeAoCTeHUs
Kenynouno- TomuoTa Psora, 0075 B
KHIIeYHbIe JKUBOTE, IHapes,
HApYUIIEeHUsA 3amnop
Hapyumenus co 3ya, Chlllb Kpanusauna,
CTOPOHBI KOKHU H apuTemMa
MOJAKOKHBIX
TKaHeHu
Hapymenus co MplieuHbIe
CTOPOHBI CIa3Mbl, MUAJITHS,
MBIIIIEeYHOI, apTpairusi, 0oJb B
CKeJIETHOH U KOHEYHOCTSX,
COeIMHUTEIbHOI 00J1b B CIIMHE
TKaAHU
Hapymenus co Xpomarypus

CTOPOHDBI MOYCK U

MO4Y€BBbIBOASIIIUX
nyrei
O0mue Peakuuu B mecte O3HO00, acTeHus, bonb B rpyau, XO0I0HBIN TIOT,
HApPYLUICHUS U UHBEKIUU/UHPY3H |  yTOMIISIEMOCTb, TUIIEPTUIPO3, oOmiee
peakuum B MecTe n** nepudepudecKre MHPEKCUS HEJIOMOTaHue,
BBe/JCHUS oTeKkH, 60JIb OIeTHOCTh
JlabopaTropHblie u [ToBbiIeHHE [ToBbiIeHHE
HHCTPYMEHTAJIbH AKTUBHOCTH aKTUBHOCTH
ble IaHHbIe raMMarlyTaMuiTp | JAKTaTAETUAPOreH
aHcgepassl, a3bl B KPOBH
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CHCTEMHO- Yacro Heuacro =TEpemice’ = ETY - T gaciora

0pl"aHH]>II71 KJacc HEeH3BeCTHA™

QTAHUHAMUHOTPaH
chepassbl,
MIOBBIIIICHHUE
YPOBHSI
dbepputrHa B

Ij1a3Me KpoBU

* CrioHTaHHBIE COOOIICHHUS, TTOyYEHHBIC B TOCTPETUCTPAIIMOHHOM MEPHOJIE.

** Hambonee 4yactHelie: (00mb B MecTe HWHBEKIMU/WHQY3UU, OKCTpaBazalus B  MeECTe
WHBEKIUH/UHDY3UH, pa3pakeHHE B MECTE HHBCKITUA/MH(Y3UH, PEAKIINI B MECTEe MHBEKIIMH/MHPY3UH,
W3MCHCHHE OKpAalllMBaHUs KOXH B MECTe HMHBEKIUH/MH(Y3UH, KpPOBOIOATEK B  MECTe

WHBEKINN/UHPY3HH, 3y B MECTE WHBEKITNH/ UHDY3HH).

Coobugenue 0 n0003pesaemuix HeHce1ameIbHbIX PEAKYUAX

Baxxno coobmare 0 moo3peBaeMbIX HEXeIaTeNbHbIX PEeaKIHIX IMOCIe PETUCTPALUU JIEKAPCTBEHHOTO
mpermapata ¢ IeNbi0 00eCredYeHHsT HETNPEPHIBHOIO MOHHTOPHHIA COOTHOIICHUS «II0JIh3a — PUCK)
JIEKapCTBCHHOTO TMpernapara. MeAWIMHCKUM paOOTHHKAM PEKOMEHIYEeTCS COoo0maTh O JFOOBIX
MI0/I03PEBAEMBIX HEXKENaTeNIbHBIX PEaKIUsIX JIEKapCTBEHHOT0 Iperapara yepe3 HallMOHaIbHbIe CHUCTEMBI
COOOIIIEHUS O HeXKENATEeIbHBIX PEAKIUAX TOCYIapCTB — WieHOB EBpa3uiickoro 5KOHOMHYECKOT0 COI03a.
Poccutickas ®@edepayus

®denepanpHas cayx0a o Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBHanazop)

Anpec: 109012, r. MockBa, CnaBsiHCKas IuIomasp, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnektponHas moura: pharm@roszdravnadzor.gov.ru

CaiitT B m”HGOpPMaIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru/

Ilepeno3upoBka
Cumnmomot
Ilepeno3upoBKa MOKET BBI3bIBaTh NEPETPY3KY JKEIE30M, KOTOPAss MOXKET IPOSABIATHCS CUMITOMaMU

reMOCHIEpO3a.
Jeuenue

Hepel[OSI/IpOBKy CJICAYCT JICUUTH C HCIOJB30BAHHUCM XCIIATUPYIOIICTO CPpCACTBA JIA CBA3BIBAHUA

JKCJIC3a UJIK B COOTBCTCTBHUU CO CTaHAApTaMU MGI[I/ILII/IHCKOI\/'I IMMPAKTHUKU.
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B3aumoneiicTBue ¢ APYruMu JieKAapCTBEHHBIMH CP [lCTBaMl(ﬂ -

Kak ¥ npu HNpuMEHEHHMM BCeX MapeHTepalbHBIX MpemnapatoB skenesa, mpemapat Jluxdeppl00® me
pPEKOMEHAYeTCS TNPUMEHATh OJHOBPEMEHHO C MEpOpalIbHBIMH TpernapaTaMy eie3a, MOCKOJIbKY
BCACBIBAaHUE IMEPOPATBHOTO JKEJIe3a MOXKET CHHKATHCS, IMO3TOMY TEpaluil MepOpaTbHBIMA
npernaparamu xele3a ClielyeT HaYMHATh He paHee YeM yepe3 S JHel 1ocie MOCIeIHEH HHBEKITHH.

Hpenapam JTuxgeppl00® moscno cmewmueams monvko co cmepunvivim 0,9 % pacmeopom nampus
xaopuda. Ilpy cMenMBaHUY C APYTUMHU paCTBOPaMU WM JIEKAPCTBEHHBIMU IIperapaTaMyu UMEETCsl pUCK
BBINAJICHUS 0CAJIKa 1/WITK B3auMoieiicTBUsl. COBMECTHMOCTD ¢ KOHTEHHEpaMH U3 JAPYIHX MaTepPHaloB,

IIOMHMO CTECKJIA, ITOJIMOTUJICHA U IMOJIMBUHUWIXJIOPpKU A, HC U3YUCHA.

Oco0ble ykazaHust

[lapentepaibHO  BBOAMMBIC IpemapaThl JKele3a MOTYT  BbI3BIBATh  aJUIEPTUYECKUE  WIIH
aHa(pUIAKTOUHBIC PEAKIIUU, KOTOPbIE MOTEHIIMATIBHO MOTYT OBITH JIETaJbHBIMU, TIO9TOMY B HAJIHYUU
JOJDKHBI MMETHCSl TPOTUBOAJUIEPTUYECKUE Tperaparbl, a Takxke 00OpydOoBaHWE JUIsl MPOBEACHUS
CepACYHO-JIETOYHON peaHWMaIlii W COOTBETCTBYIOIIMX mpoueayp. llocie mnpeamecTBoBaBIINX
HEOCIIO’)KHEHHBIX BBEICHHI MMapeHTEepPaIbHBIX KOMIUIEKCOB Kelle3a TakKe OTMEYaIUCh peakluu
MOBBIIICHHOW YYBCTBUTENBHOCTU. B TeueHne kak MuHUMYM 30 MHUHYT HOCIE KaXI0H HMHBEKIUU
npenapata Jlukpeppl00® HeoOXoaMMO HAOMIONEHHME 3a MAIMEHTAMM HA MpeAMET OTCYTCTBUS
HEe)KeJaTeTbHbIX SBICHUH.

[TaneHTam, MMEIOLIMM B aHaMHE3€ OpPOHXMAJbHYIO acTMy, 3K3€MYy, OpyTrue BHIbl aTONMUYECKHX
aJUIepruil Wi aJylepruyeckue peakly Ha Jpyrue MapeHTepajbHbIE Mpernaparhbl jkenesa, mpenapat
JIukdeppl100® cieayer NpUMEHATh ¢ OCTOPOKHOCTBIO, MOCKOJBKY TaKHE MALMEHTHI B OCOOEHHOCTH
MOTYT UMETh PUCK PA3BUTHS AJUICPTHUECKON PEaKIInH.

[TanenTam ¢ HapylieHueM (YHKIMU TEYEHH MapeHTepabHOEe JKeJle30 CIEAyeT NMPUMEHSTh TOJIBKO
nocje THIaTeIbHON OLIEHKHM COOTHOIIEHHUS pUCKa M Moib3bl. [lanmmeHnTtam ¢ HapymieHueMm (QyHKLIUU
MIEYEHH, KOT/Ia Meperpy3Ka KeJe30M SBISETCS MPOBOIUPYIOMUM (aKTOPOM, HE CIeAyeT MPUMEHSTh
nmapeHTepaIbHOE Jkene30. [ Toro 4To0bI n30eKaTh MePerpy3KH KeIIe30M, PEKOMEHIYeTCs POBOIUTH
TIIATEbHBI MOHUTOPHUHT YPOBHSI JKelie3a B OpraHu3Me.

[TapenTepanbHOE >K€1€30 CIelyeT MNPUMEHATh C OCTOPOXKHOCTHIO MNPU HAJIMYUM OCTPOH WU
XpoHndeckor wHOeknun. [lamenTam ¢ OakTepueMHuell PEKOMEHAYeTCs IMPEKPaTUTh MPUMEHEHUE
npenapata Jluxdeppl00®. ¥V marmeHToB ¢ XpoHMYecKoil MH(EKIHEeH CclieayeT TPOBECTH OIEHKY
COOTHOILIEHUSI PUCKA U TIOJIb3BI.

Crenyer u3berats NPOHUKHOBEHHS IIpenapaTa B OKOJIOBEHO3HOE ITPOCTPAHCTBO, TOCKOIBKY 3TO MOKET
MIPUBECTH K MOSIBICHUIO OOJIM, Pa3BUTHIO BOCTAJICHHS U OKpPAIIMBAaHUIO KOKH B KOPUYHEBBIN 11BeT. B

Cllydasix HeMpeIHaMEpPEeHHOro MPOHUKHOBEHHS IMpernapaTa B OKOJIOBEHO3HOE MPOCTPAHCTBO JICUECHHE
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[penapar JIukdeppl00® cneayer NpUMEHSATH TOIBKO B TEX CIIydasx, KOTa IOKa3aHue K TPUMEHEHHIO
MOATBEPIKICHO Pe3yabTaTaMH COOTBETCTBYIOIIMX HCCIEIOBAaHUN (HANpUMep, YpOBEeHb (EeppUTHHA B
CBIBOPOTKE, YPOBEHb HACBHIIIEHUS TpaHChEppUHa, COJEp)KaHUE TeMOIVIOOMHA, SPUTPOLUTAPHBIC

nokaszarean — MCV, MCH, MCHC).

Bcnomozamenvhuie éeujecmea
JlaHHBIN Tipenapat coaepkKuT Menee 1 Mmob (23 mr) Hatpus Ha 1 ammyny (1 mur) mpenapara, TO €CTh,

10 CYTH, HC COACPIKUT HATPUSI.

Bausinue Ha cOCOOHOCTH YNPABJIATH TPAHCIOPTHHIMH CPeICTBAMHU U APYTHMH MeXaHM3MAaMM,
TPeOYIIIMMH NOBbIIIEHHOH KOHIEHTPAIIUY BHUMAHUS

JIaHHBIX O BIUSHUH HA CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBIMU CPEJCTBAMH WM PadOTaTh C JPYTUMU
MexaHu3Mamu He umeetcs. OJIHaKO HEKOTOPbIE HeXKeNaTeIbHbIE Peakluy (TaKrue Kak TOJIOBOKPYKEHHUE,
CIyTAaHHOCTh CO3HaHUS U npoune (cM. pazaen «IlododHoe nelcTBrEY)) MOTYT OKa3bIBaTh HETaTHBHOE
BIUSHUE Ha CIOCOOHOCTh YIPABIATh TPAHCHOPTHBIMU CpPEICTBAMU WM paboTaTh € JpyruMu
MexaHu3mMamu. [larmmeHTam, y KOTOpBIX OTMEYAIOTCS JaHHbIE HEKelaTelbHbIEe pPeaKIuH,
PEKOMEHIOBAHO BO3JIEPKATHCS OT YIPABIECHUS TPAHCHOPTHBIMU CPEICTBAMH HJIA PabOTHI C IPYTUMU

MEXaHHU3MaMH 10 ITOJTHOT'O HCUEC3HOBCHHUA JaHHBIX CUMIITOMOB.

dopma BhINIyCKA

PactBop /14 BHYTpHBEHHOTO BBeAeHUS 20 MI/MII.

| KOHTYpPHYIO IYEHKOBYIO YIIAKOBKY C KPBIIIKOW HEpa3beMHOU UK O€3 KPBILIKU [0 5 aMITyJl BMECTE C
MHCTPYKLUEH 10 IPUMEHEHHIO ITIOMEIIAIOT B NIaYKy U3 KapTOHA.

3 aMmyJsbl IOMENIAIOT B KOHTYPHYIO SUEHKOBYIO YIAKOBKY M3 IJIEHKM IOJMBHHWIXJIOPUAHON WIN
MOJIMATHIIEHTEpEePTATATHON WIIM U3 JICHTHI OJUCTUPOJILHOM.

1, 2 mnu 8 KOHTYPHBIX SYEUKOBBIX YIAaKOBOK IO 3 aMITyJIbl BMECTE C MHCTPYKIIMEW 110 IPUMEHEHUIO

IMOMCIIAKOT B ITaYKy U3 KapTOHA.

YciaoBus XxpaHeHust
Xpanuth npu Temneparype He Boime 25 °C. He 3amopaxuBarts.

XpaHUTb B HEOCTYITHOM ISl IETEN MECTE.

Cpox romHocTu

3 roxa.
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He IMPUMCHATH IO UCTCUCHUHN CPOKA 'OAHOCTH.

YcaoBus ornycka

OTnycKaroT Mo peLenTy.

IpousBoautenn / dacoBumk (MepBUYHAS YIAKOBKA)
Omkrop Papmacesrotukan3 Jiumures

VYyactok Ne J-174, J-168, J-168/1, Koprnioparius mpoMBIIIUICHHOTO pa3BUTHS ITaTa Maxapamrpa,
Tapanyp, boiicap, Txane 401506 IlItar Maxapamrpa, Muaus.

YnakoBmmk (BTOPUYHAS/MIOTPEeOUTEIBCKAS YIIAKOBKA)
Poccuiickas ®@eoepayus
3A0 «Dapm®Pupma «CoTekc»

MockoBckas 001., r.0. CeprueBo-Ilocaackuii, . beinukoso, 1. 12

Brinyckawimmii KOHTPOJIb Ka4ecTBa
Poccuiickas ®@eoepayus
3A0 «®apm®Pupma «CoTeKe»

MockoBckas 001., 1.0. CeprueBo-Ilocanckuii, . benukoso, a. 11

Jlep:kaTesib PerucTpalMoOHHOro yaocroBepenusi / Opranu3amnus, NPUHUMAKINAS NpPeTeH3UH
norpeduTeseu

Poccuiickas ®@edepayus

3A0 «Dapm®Pupma «CoTekc»

141345, Mockogckas 00., T. Ceprues Ilocan, n. benukoso, 1. 11

Ten.: +7 (495) 956-29-30

OnexrpoHHas noyra: info@sotex.ru
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