COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 25.06.2025 N= 15711

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "70%)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Kap6omnatua-JIDHC, 10 Mr/mi1, KOHIIEHTpAT JJIsl MPUTOTOBIICHUS PACTBOPA [Tl HH(DY3U.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByto11ee BEIIECTBO: KapOOIUIaTHH.

1 M1 KOHIIEHTpaTa sl IPUTOTOBJICHUS pacTBopa st HHPY3uit cogepkut 10 Mr kapOorutaTuHa
Kaxnprit pnaxon 5 mit copepxut 50 Mr kapOoriaTuHa

Kaxnprit ¢pnaxon 15 M cogepxkut 150 Mr kapOormiatrHa

Kaxapriii hmakon 25 mi coaepkut 250 Mr kapOoraTuHa

Kaxnprit pnaxon 45 mn cogepxxut 450 mr kapOormiaTuHa

Kaxnprit pmakon 60 ma comepxut 600 Mr kapOoriaTuHa

[TonHbIi epeyeHb BCIOMOTaTeIbHBIX BEIECTB MPUBEIICH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Konnentpar as npuroToBieHUs pacTBopa sl HHPY3Hil.

Hp03paqHa;1 6eCLIBeTHa$I HUJIN CBCTIJIO-KCIITasd XKUAKOCTD.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusi K NPUMEHEHHUIO
[Ipenapar Kapoomnatua-JIDHC moka3aHn kK MPUMEHEHHIO Y B3POCIBIX JIsl JICUSHUS:
— paka SIMYHUKOB;
— TEepPMUHOTEHHBIX OIyXOJIeH MY>KUMH U KEHILUH;
— 3JI0Ka4Y€CTBEHHBIX OITyXOJIEH IOJIOBBI U ILIEN;
— paka JIErKoro;
— paka IIeHKHu U Tesla MaTKH;
— IEpexXOJIHO-KIETOYHOr0 paKa MOYEBOIr0O My3bIpsl.
4.2. Pe:xuM 103UPOBAHNS U CIIOCO0 MPUMEHEHUS
[Ipenapar Kap6ornatun-JIDHC crenyer nmpuMeHsATh MOJ KOHTPOJEM Bpaya, UMEIOLIETO OIBIT
IPUMEHEHHUS HUTOTOKCUYECKUX MTPETapaToB.
He cnenyet npuMeHATH 7151 IPUTOTOBJIEHUS M BBEICHUS MpernapaTa UIJibl, IMINPHILIBI, KATETEPhl U
UH(QY3UOHHBIE CHCTEMBI, COJAEp)KallMe alIOMUHHUM, KOTOpPBIH MOXKET pearupoBaTh C

Kap60HHaTI/IHOM, IMMPpUBOJA K 06p3.30BaHI/IIO oCaJKa UJiv MoTepc aKTUBHOCTHU IIpCriapara.
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(NOCNEQCBATENEHOCTE 0005)

PexxuM 1o3upoBaHus

[Ipenapar Kap6omnatun-JIDHC moxxeT NpUMEHATHCS Kak B BUIE MOHOTEpAIlMd, Tak U B
COYETAaHUU C APYTUMH IIPOTHUBOOITYXOJIEBBIMU IIPENapaTaMH.

[Ipu BBIOOpPE [03BI M peXMMa B KaXJI0W HMHIMBHIYAJbHOM Cilydae CJIEeIyeT I0JIb30BaThCs
CIIELMAJILHOM JINTEpaTypOH.

PexoMeHyeMble pexUMbl JO3UPOBAHMUS:

— 300400 Mr/mM> BHYTPMBEHHO KallenbHO B TedeHue 15-60 munyT 1 pas B 4 Hemenu;

— 100 Mr/m? BHYTPHBEHHO KaNelbHO B TedeHue 1560 MUHYT eKeHEBHO B TeUeHHUE 5 THel
C TIOBTOPEHUEM Kypca Kakaple 4—5 Hellenb.

BBenenue kapOomiaTHa MOBTOPSAIOT C MHTEPBAJIOM HE MEHee 4-X HENeNb MpU IMOKa3aTessxX
tpombo1uToB HEe MeHee 100 000 kieTok/MKI KpoBH U HelTpodmiioB He MeHee 2 000 KIeTOK/MKIT
KPOBU Ha MOMEHT CJIEAYIOIIETO BBEJCHHUS.

BBenenne >xuakocTu 10 WK mocie npuMeHeHus mnpemnapara Kapbomnatun-JIDHC, a takxe
dbopcupoBaHHOTO qUype3a HE TpeOyeTcs.

B 3aBucHMOCTH OT COCTOSIHMSI KOCTHOTO MO3ra TepaleBTHUYEcKas /103a KapOomjaaThHA MOXET
KOPPHUTUPOBAThCA CIEIYIOUMM 00pa3oM:

— JUIs NAIMEHTOB, Y KOTOPBIX HAOIIOAAIOTCS CHUMITOMBI CpeAHEN CTENEHM WU TSKEIOoH
reMaToJIOTUYECKOM TOKCHYHOCTU (T.€. KOJMYECTBO TPOMOOIMTOB W HEUTPOPHIBLHBIX
neiikoruToB  MeHbime 50 000 m 500/MKIT  COOTBETCTBEHHO), CIIEAYeT pPacCMOTPETh
BO3MOXHOCTb CHHKEHHMSI 103bl — KaK B CIIy4asiX MOHOTEPAIUH, TaK 1 B KOMOMHHUPOBAaHHBIX
cxeMax jeueHus — Ha 25 %;

[Ipu Hanmuuum QakTOPOB pHCKA, TaKUX Kak, HalIpUMep, IPOBOAUMBIE paHEe KypChl
MUENOCYIIPECCUBHOM TEpaluU PEKOMEHIyeTcs CHUXeHHe 103bl Ha 20-25 %; octopoxHoe
IpUMEHEHHE KapOoIulaTHHA PEKOMEHAYETCSl TAaKKe B Cllydae, €ClId MallMeHT paHee MPOXOIMII
JeyeHre HePOTOKCUUECKUMU penapaTaMy, TAKMMHU KaK [UCIUIATHH.

Onpeoenernue 003vl no hopmyne

Omnpenenuth MCXOTHYIO /103y Ipenapata B MUJUIMTpaMMax MOXKHO 1o ¢opmyne Kanbeepra,
OTIMCHIBAIOIIEH 3aBHCUMOCTh 3HAUEHHUH CKOPOCTHU (TJIIOMEPYIISIPHOM) KITyOOUKOBOH (puibTpanmm
((CI'®) CKD B Ma/MuH) 1 (kej1aeMyt0 KOHIICHTPAIMIO KapOOTUTaTUHA OT BPEMEHH ) TUTOIIA I TTO]T
KpHUBOH «KOHIEeHTpauus — BpeMs» (AUC B Mr/mi X MUH):

Ob6mas no3a (mMr) = AUC X (CT® + 25)

KenareabHoe 3Hauenue AUC Pexxum xumuorepanuu CraTtyc nanueHra B
npenapaTomM OTHOLICHHH JICYCHUS
Kapo6onaaTun-JI9HC
5—7 Mr/mn X MUH MoHoTepanus Panee HeneueHHbIN
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4—6 Mr/MJ1 X MUH MOIHOTeDan'IUII'I"" IEAVEA T e Teuchnbir
4—6 Mr/Mi1 X MUH B xomOuHanmu ¢ Panee HeneueHHBIN
nukiodochamuiom

KomOunmnpoBanHast Tepanust
[Ipu npumeHeHnH kapOOIUIATHHA C JIPYTMMH MHUENOCYNPECCUBHBIMHU MpenapaTaMu TpeOyeTcs

KOPPEKTUPOBKA PEKUMa U JI03bI Ipenapara.

Oco0bIe I'pynIbl NalMEHTOB

Tayuenmol ¢ Hapywernuem yHKYUU noYex
— Y MaWeHTOB ¢ CUMIITOMaMHu HapymieHus ¢pyHKuuu modek (kmmpeHc kpeatunuHa (KK)
< 60 Ma/MUH) BO3pacTaeT pPHUCK pa3BUTHS TOKcHYeckuX d(P(EeKToB KapOoIiaTuHa,

MO3TOMY 7103y KapOoIjiaTuHa cleyeT CHU3UTh CIEIYIOIIM 00pa3oM:

Kiupenc kpeaTnHuHA Pexomenayemas 103a kapOonjaTuHa
41-59 mu/mun 250 mr/m?
1640 mn/MuH 200 mr/m>

Tayuenmul nosxcunoeo so3pacma
V nauueHToB crapiie 65 JeT, peKOMeHAyeTcs CHUKeHue 103bl Ha 20-25%.

eTu
bezonacHocTh u 3 pexTuBHOCTE Mpenapara Kapoormnarua-JIDHC y mereit B Bo3pacte ot 0 10 18
JIET Ha JAHHBI MOMEHT HE YCTaHOBJICHBI.
NmMetomuecs Ha CeroJHAIIHNN IeHb JaHHBIE IPUBEACHBI B paz/iene 5.2, 0OJHaKO HEBO3MOXKHO /1aTh
PEKOMEH/IALMHU 10 PEXKUMY TO3UPOBAHUSI.

Crocob nmpuMeHeHUs

[Ipenapar Kap6omnatua-JIDHC npuMeHsieTcsi BHyTPUBEHHO KamneinbHO B TeueHue 15—60 MUHYT.
Mepwvl  npedocmopodicHocmu, npuHumMaemvle nepeo HpUMEHeHUeM npenapama uiu npu
obpaweHuu ¢ HUM
Nudopmanus mo padoTe ¢ MUTOTOKCHYSCKUMH TTperapaTaMu MpUBEACHA B paszeie 6.6.
WHcTpykunu no pa3BeeHUIO JIEKapCTBEHHOIO Npenapara rnepeji NpuMEeHEHUEM CM. B pazjiene 6.6.
4.3. [IpoTruBonoOKa3zaHus
— T'unepuyBCTBUTENBHOCTD K KApOOIJIATUHY U IPYTUM TUTATHHOCOEPKAIUM COCTUHEHUSIM
WM K TI00OMY U3 BCIIOMOTaTeNbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3zene 6.1
— Belpaxennsle HapymieHuss (QyHKUMM MOYeK (KIUPEHC KpeaTWHHWHA paBeH WM HUXKe
15 ma/MuH)
— Tsxenas muenocynpeccust

— Kposorouamniue onyxonu
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— OpHOBpeMeHHOE MPUMEHEHHUE C BAKIIMHQI O

— bepemeHHOCTD

— Tlepuox rpyAHOTO BCKapMIIMBAaHUS

— Jlerckwii Bo3pacT o 18 net (6e30macHOCTh ¥ 3 PEKTUBHOCTD N3yUeHA HEJJOCTATOYHO).
4.4. OcoOble yka3aHMsl M MepPbl IPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Kapb6omnaTtun cneayeT mpuMEHSTh C OCTOPOKHOCTBIO MPH:

- OCTPhIX HMH(PEKIMOHHBIX 3a00JE€BaHUSIX BHPYCHOM, TPUOKOBOW WM OaKTepuaaIbHOMI
IPUPOJIBI (B T.4. BETPSIHAS OCTIA, OMOSICHIBAIOIINI JTUTIIAM);

— HApYUICHUSIX CIIyXa;

- YTHETEHUU KOCTHOMO3TOBOTO KpPOBETBOpPEHUS (B T.4. Ha (DOHE COMYTCTBYIOLIEH Ty4eBOit
WM XUMHOTEPAIHN);

- MpeNUIecTBYIOME  Tepamud  HEPPOTOKCHMYECKMMH  TpernaparaMy,  Hampumep,
[UCIUIATHHOM;

- MOCTBAKIIUHAIILHOM TIEPUOJIE.

Oco0ble yKa3aHus

PerynsipHo (pa3 B HeIEII0) ClieAyeT MPOBOIUTH KOHTPOIIb COJEPKaHUsI (POPMEHHBIX 3JICMCHTOB B
nepudepuuecKoil KpoBM U TOKazaTenedl ¢GyHKIMM Tmo4yek (Hauboee UYyBCTBUTEIBHBIM
1oKa3aresieM SBJISICTCs KIIMPEHC KpeaTHHUHA) 1 TiedeHu. [IpueM npenapara cieayer npeKpaTuTh,
cClin Ha6JHOI[aIOTC$I BBIPA’KCHHBIC reMaTOTOKCU4YHOCTD, He(l)pOTOKCI/I‘-IHOCTB 1501058
TeIIaTOTOKCUYHOCTD.

I'emartonornyeckass TOKCHYHOCTh, MHCIOCYIPECCHUS

BripaskeHHOCTD TEeHKOTICHHH, HEHUTPOIICHUH, TPOMOOLIUTOTICHUH J0303aBUCUMaS,
JO30JIMMUTHPYIONIAsi U OOBIYHO BO3HMKAET Ha 5 wiau 21 AeHb mocie MpUMEHEHHUs Mpernapara
Kapb6omnatun-JIDHC npu KOMOMHMpPOBaHHOM Tepamuu C JAPYTUMH LUTOTOKCHYECKUMHU
npenapataMd WIH B MOHOTEpAlMd COOTBETCTBEHHO. HeoOXOAMMO BBINOJIHITH aHAIU3
(OPMEHHBIX 3JIEMEHTOB KPOBH (BKJItOUass TPOMOOIMTHI, JIEHKOIUTHI U TEMOTJIOONH) B TEUEHUE
BCEro JICUEHUS MPEerapaToM M MOCie 3aBepUICHHs TePaIHH.

JleueHue mpemapaToMm He CleAyeT BO30OHOBIATH 10 T€X MOp, MOKa KOJMYECTBO HEHTPO(HIIOB
oyzer He Menee 2 000 knetok/mMM®, TpoMGoIMTOB — He MeHee 100 000 keTok/MM>.

AHeMus SBJISETCS YaCTOM U KyMYJIITUBHOM U OUY€Hb PENIKO TpeOyeT nepeauBaHusl KPOBH.
CooOmianoch 0 ciy4asx T€MOJIMTUYECKOM aHEeMUH, B TOM YHCIE C HAJIMYUEM aHTUTEN K
npenapary, Ha (hoHe Tepaniy KapOOIIaTHHOM, CIIy4ad TeMOJTUTHYECKOW aHEMUU MOTYT OBITh
JeTaTbHBIMH.

CremneHp TSHKECTH MUEIOCYNPECCUM YBEIMYMBACTCA Yy IMAllMEHTOB, IMOJYyYaBIIUX JiedeHHE (B
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YaCTHOCTH, IUCIUIATUHOM) paHee, W (WIn) HaL[I/IeI&J;B]_?l::C-l %&%ﬁﬁ&k%ﬁiﬁdﬁ I-l-'II:'(:):ILIGK.

Hauanwsubie no3el mpenapara Kap6omiatun-JIDHC B 3Tux rpymmax maimueHTOB JOJKHBI OBITH
COOTBETCTBYIOIIMM 00pa3oM CHIKEHbI (cM. paszzmen 4.2), u 3(deKTsl cieayer TIIAaTeIbHO
KOHTPOJIUPOBATH ITyTEM PETYJISPHOTO OMPEIEICHUs Yrciia JOPMEHHBIX SJIEMEHTOB KPOBH MEXKIY
KypcamH.

[Tpr KOMOMHMPOBAHHOW TEPANUU C JPYTUMHU MUTOTOKCUYECKHMH TIpeTiapaTaMu J103a Iperapara
Kap6ommatun-JIDHC nomkHa OBITH TIHIATENBHO OTKOPPEKTHpOBaHA (yMEHBINIEHA) AJIS TOTO,
YTOOBI CBECTU K MUHUMYMY dPPEKT CYMMHUPOBAHHS.

[TanueHTsl ¢ MUEIIOCYTIPECCUEH TSYKEIOU CTEIIEHU U HE3aTyXaroIle MUEJIOCYIIPECCUEN BXOIAT B
TPYyIITy C BBICOKAM PUCKOM WHQEKIIMOHHBIX OCIIOKHEHH, BKJIIOYAsl JICTAIBHBIE UCXOIBI (CM.
pazmen 4.8). Ecnu BO3HMKAIOT Kakue-muO0 U3 ATUX 3(PdeKToB, ciaeayeT MpEeKpaTUTh MPHEM
KapOoIUIaTHHa.

Coo0manoch 0 ciIy4asx OCTPOTO MPOMHEIOLHUTAPHOTO JIEHKO3a W MHENIOIUCIIACTUYECKOTO
CHHJIPOMa/OCTPOTO MUEIIOUIHOTO JEHK03a Yepe3 HEeCKOJIBKO JIET MOCIIe TeParnu KapOOoIuIaTHHOM
U IPyTUMU IPOTHUBOOIYXOJIEBBIMH MpenapaTaMu.

TomHoOTa ¥ pBOTA

TomHoTra u® pBOTa pa3BUBaIOTCS uepe3 6-12 wyacoB mocie BBEACHUA Ipenapara
Kapbomnatua-JIDHC wu mpomomkatoTrcst B TedeHne 24 4 (HEOOXOIUMO TPUMEHEHUE
IIPOTUBOPBOTHBIX CPEJCTB).

I'eMOIUTHKO-YPEMHUYECKHUIN CUHIPOM

['eMOJINTHKO-YPEMHUUECKUI CHHIPOM — OTO YrPOXKAIOUIMA JKU3HU TOOOYHBIH 3PPEKT.
[Ipumenenne kapOommaTHHa CIEAyeT MPEKPATUTh NMPU MEPBHIX MPU3HAKAX JTIOOBIX MPOSIBICHHMA
MI/IKpOElHFI/IOHaTI/I‘-IeCKOI\/JI TeMOJIUTHYECKOU AdHEMHUH, TaKUX KakK, 6I)ICTPOG CHIDKEHME TEMOITI00nHA
C COIYTCTBYIONIEH TPOMOOIIMTOIICHHEH, TIOBBIIMICHHE OWIMPYOMHA CBHIBOPOTKH KPOBH,
KpEaTHHUHA CHIBOPOTKH KPOBH, a30Ta MOYEBHHBI KPOBH WM JaktataeruaporeHassr (JIAD).
[ToueuHas HEJOCTATOUHOCTH MOXKET OKa3aThCsl HEOOPATUMOH IOCIIE OTMEHBI TepAiM, U MOXKET
noTpedoBaThCs AUAIIN3.

'Mnep4yBCTBUTEIRHOCTD, AJNICPTUUSCKUES PCAKITUI

Kak u mpu npuMeHeHnH Ipyrux MpenaparoB, COACPKAIIMX IUIATHHY, alIeprUYecKue peaKkiuu
Han0oJiee 4acTO BO3HUKAIOT BO BpeMs HH(Y3UH MTpenapara, HHOTJa TpeOyIoIre ee IpeKpamieHHs..
[lanieHTsI  MOJDKHBI HAXOAWTHCS TOJ TINATENLHBIM HAONIOJCHHEM, W TIpU Pa3BUTHH
HE)KENaTeIbHBIX peakuii OBITh HAa4aTO COOTBETCTBYIOIIEE CHMITOMATHYECKOE JICUCHUE
(BKJTIOYAsi aHTUTUCTAMHHHBIE TIPETIapaThl, aAPCHAIHH H/WIH TIFOKOKOPTHKOUIBI).

NmeroTcst cooO1eHnst 0 BOSHUKHOBEHUH MEPEKPECTHOM peakluy Ha MpenapaTsl ¢ COSAMHEHUSIMU

IJIaTUHBI, UHOr'Ja C Pa3BUTHUECM JICTAJIbHOI'O UCXOda.
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Coo01anoch 0 peakIusIX THUIepIyBCTBUTEIHLHOCTH, Ko'ggi;ejﬁt;c)‘;&é'ég%yﬁ%l)IO:'C'IlszHrFDOMa

Koynuca (ocTpelil anigepruueckuii KOpOHApHBIA apTepuocnasM, KOTOPBIH MOXKET NPUBECTH K
nHpapkty muokapaa). Cuaapom KoyHrca MoOKeT pa3BUTHCS y MAIlUEHTOB C (haKTOpaMu pPUCKA
CEPIIEYHO-COCYAUCTHIX 3a00NieBaHUN M 0€3 HUX U MOXET BO3HHUKATh B COUETAHUH C APYTUMU
IPOSIBJICHUSIMHU AJUIEPIMUECKON peaklMy WIM H30JMpoBaHHO. Crna3M KOpPOHAapHBIX COCYA0B
MOXET OBITh KYIMUpPOBAH MPUMEHEHHEM KOPTHKOCTEPOHIOB, aHTHTMCTAMUHHBIX NPENapaToB B
JIOTIOJTHEHUE K JICUEHHUIO CIIa3MOJIUTUKAMH.

Hed)DOTOKCI/I‘IHOCTL

YacroTra U TsKecTb HEPPOTOKCHYHOCTH MOXKET YBEIHMUMBATHCS Y MALMEHTOB C CYIECTBYIOLIIM
HapymieHrneM (QYHKIWW II0YeK J0 Havaja JedeHus KapOomuatmHOM. HesicHO, Moxer mm
COOTBETCTBYIOIIAs MpOrpamMma ruApaTauy IpeaynpeanTb peann3aluio pucka, HO IpyU HaJIU4YUU
TSDKENBIX HAapyIIeHUH (PyHKINU ouek TpeOyeTcsi CHUKEHHE T03bI W MPEKpalleHre Teparuu.
Hapymenne ¢yHkiuu modek Oosiee BEpOATHO Y IMALMEHTOB, KOTOPHIE PaHEE HCHBITHIBAIH
HE(POTOKCUYHOCTH Ha (POHE Tepanuu HUCIIIATHHOM.

VY namueHTOB ¢ HapymieHHeM (QyHKIMM Mmodek BiausiHue npemnapara KapoOommatun-JIDHC nHa
KPOBETBOPHYIO CUCTEMY SIBIsIeTCS Oojiee BBIPQKCHHBIM W JUTUTENBHBIM, YE€M Y MAalEeHTOB C
HOpPMaJIbHON (PYHKIIMEH TOYeK.

HelpoToOKCHYHOCTD

HeiiporokcuunocTh BeneacTBue nmpuMeHeHust npenapata KapOomnatun- JIDHC, kak mpasuiio,
JIETKOH CTETICHH, U IIPOSIBIISICTCS TAPECTE3NEH M CHIDKEHHEM CYXO0XKIIBHBIX peduiekco. Bo Bpems
neuenust npenapatoM Kap6ormnatun-JIDHC, ocobeHHO y MOXMIIBIX MalMEeHTOB (cTapiie 65 JieT)
W/WIM paHee MPOXOJMBIIMX TEpanuio NpenapaTamMH, COACPKAIIMMHU IUIaTUHY, CJIEeIyeT
NEePUOTUIECKU TIPOBOJIUTH HEBPOIOTUIECKHE OCMOTPHI.

Hapviienue 3peHns

Hapymienue 3peHusi, BKIOYas IMOTEPIO0 3pEHHs], OBLJIO 3aperuCTPUPOBAHO y MAIMEHTOB C
MIOYEUHOW HEIOCTaTOYHOCTBIO IMocie IpuMeHeHus npemnapata KapOormmatun-JIDHC B nozax
BbIILIE PEKOMEH/IOBAaHHBIX. 3pPEHHE BOCCTAHABIMBACTCS MPAKTHUUECKU TIOJHOCTHIO WM B
3HAYUTENIBHOM CTENEHN B TEUEHHE HECKOJIBKUX HEJIENb [TOCIe OTMEHBI BEICOKUX J103 ITpenapara.

Hapyiienne cinyxa

Tak xak mnpenapat KapOGomnatun-JIDHC wMoxeT BBI3BIBaTH OTOTOKCHYECKHE 3 (PEKThI
(IposIBISIETCST  CHIDKEHHEM IOpora CIBIIIMMOCTH HA BEPXHHMX YacTOTax), MalUeHTaM
PEKOMEHYEeTCsl MPOBOAMTE ayuorpaduyeckre UCCIeJOBaHus 0 Hayajaa U B TEUEHHE JICYEHUS.
B cinydae kiIMHMYECKM 3HAUMMOro HapyumeHHs (QYHKIMH CIyXa MOXET IOTpeOOBaThCs
COOTBETCTBYIOIIEE H3MEHEHHe J03bl mpenapara KapOomnatun-JIDHC wim mnpekpaienue

JICUYCHHUA.
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Puck OTOTOKCHUYHOCTH MOKET OBITH BBIIIE Hauné%éjﬁd}f;gﬁglﬁ%w(—) s _'Tllsvllfotﬂ'lvlo

TEpanuio OTOTOKCUYECKUMHU MpenaparaMu (HanpuMep, aMUHOTITMKO3UAAMH).

ITo>xuible manuesTsl (crapiie 65 Jer)

[Ipu xomOuHMpoBaHHOW Tepanuu mnpenapara Kapoomnatua-JIDHC u nukinodochamuma y
NOXHWJIBIX MAIlMEHTOB BO3HMKasa Oojee TsoKenas TPOMOOIMTONCHHUs, YeM Yy Oojiee MOJOIBIX
nanueHToB. [10cKoIbKy (PyHKIIMS MOYEK 4acTO CHUYKEHA y MallMEeHTOB MOXKUIIOTO BO3pacTa, 3TO
JIOJDKHO YYUTBIBATHCS IIPU OIPENIEIEHUH 103l U PEeXUMA MIPUMEHEHMs Npenapara (CM. pas3zen
4.2).

CunnpoM 3aHer ooparuMoit aeiikodnuedanonaruu (C30J1)

Coobmanocs o C30JI y mnamueHToB, MONy4YaBIIMX KapOOIUTATHH B KOMOWHHPOBAHHOW
xumuotepanuu. C30JI sBasercs penkum, 1 0OpaTUMBIM TOCTIE MPEKPAIEHUS JICUCHUS, OBICTPO
pa3BUBAIOIIKMMCS HEBPOJOTMYECKUM COCTOSIHHEM, KOTOpPO€ MOXKET BKIIOYaTh CyJIOpPOTH,
TUTNEPTOHHIO, TOJIOBHYIO 00Jb, CITyTAHHOCTH CO3HAHMUS, CIICNIOTY U APYTUE HAPYIICHHS 3PCHHUS, a
TaK)Ke HEBpOJIOrMYecKue pacctpoiictBa (cM. pasnen 4.8). Juarnoctuka C30JI ocHoBaHa Ha
HNOATBEPXKJIEHUM C HCIOJIB30BAaHUEM METONOB BHU3yalu3alldd MoO3ra, MpPeANoYTUTEIbHO
MarHUTHO-PE30HAHCHOU ToMorpaduu.

BeHOOKKII03M0OHHAs 00JI€3Hb ITIEUSHHU

CooOmasioch 0 cily4asix BEHOOKKJIIO3MOHHOM OO0JIE€3HM IMEYeHU (CHHIPOM CHHYCOMJAIbHOU
00CTPYKIIUK), HEKOTOPHIE U3 KOTOPBIX 3aKOHYMIUCH JIETATbHBIM UCXOJ0M. [larmeHTsl 1OmKHBI
HAaXOJWTHCS 1O/ HaONIOJCHWEM Ha HpPEAMET pa3BUTHS NPU3HAKOB M CHMOTOMOB HapyIICHUS
(GYHKIMM TIEYSHU WM TOPTAIbHOW TUTIEPTEH3UH, KOTOPBIC HE CBSI3aHBI C METACTa3aMH B II€YCHb.

CUHIPOM JHU3HCA OIYXOJIH

B pamkax mocTperucTpalimoHHOrO MPUMEHEHUs Mpernapara coo0Iasoch O pa3BUTUH CHHAPOMA
JAU3MCA ONYyXOJW Yy MAalMEHTOB I0C/Ie NPUMEHEHHUs KapOoIUlaTMHA B MOHOTEpAalMU WU B
KOMOUHAIMU ¢ IPYTMMU XUMHOTEpANeBTUYECKUMHU cpecTBaMU. [[aliueHThI ¢ BHICOKUM PUCKOM
pa3BUTHS CHHIPOMA JIU3UCAa OIyXOJH (MAIMeHThl C BBICOKOM CKOpOCTBIO Mposudepanuy,
BBICOKOM OIlyXOJIECBOM HAarpy3KOd M BBICOKOM YYBCTBUTEIBHOCTBIO K IIUTOTOKCHYECKUM
npenaparaMm), [JO/DKHbl HAXOOUThCA TIOJ IMPUCTATIBHBIM HAOIIOACHHEM C IPUMEHEHHEM
COOTBETCTBYIOIUX MEP IPEIOCTOPOKHOCTH.

Baknunanys

[IprMeHeHne KUBBIX BaKIMH WM aTTEHYUPOBAHHBIX JKMBBIX BAKLIMH MAallU€HTaM, UMMYHHas
3alIMTa KOTOPBIX OcCllabjieHa XMMUOTEPANeBTUUYECKUMU TpernapaTaMu, BKIIIOYas KapOOIUIaTHH,
MOJET TNPHUBECTU K CEPbE3HBIM WU CMepTeNbHbIM HHQeknusM. Ilanuenram, nosyyarommm
KapOoIIaTHH, cleayeT n30eraTh BaKIMHALMHU KUBOM BaKIMHOW. MOXHO BBOJUTH YOUTBIE WU

HWHAKTUBHUPOBAHHBLIC BAKIIMHBI, HO OTBCT HAa TAKUC BAKIIUHBI MOXKCT OBITH CHIDKEH.
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4.5. B3ammopeiicTBMe ¢ IPYTrHMH neKapcheHHLI'lswl‘“'l‘l-]L%i;lﬁ'p

B3auUMOJeHCTBHSA

[Ipumenenune kapOoriaTiHa B KOMOMHAIIMH C IPYTUMH MUEJIOCYTITPECCUBHBIMU MperapaTaMu HIIHA
Jy4eBOU Tepanuel MOKET MOBBICUTh PUCK BOSHUKHOBEHHUS I€MaTOJIOrMY€CKON TOKCUYHOCTH.
KomOunupoBaHHas tepanus ¢ IpyruMUA MUEIOCYIIPECCUBHBIMU IIperapaTaMi MOXKET TpeOoBaTh
NU3MCHCHUS 03Bl UJIN pemHMa I[OBI/IpOBaHI/IH C OCJIbKO MUHUMMHM3AIINU AOIIOJHUTCIIBHOTO pI/ICKa
MHEJIOCYIPECCHH.

B cBs3u c yBennueHuem pHcKa TpoMOo3a MpH Tepaluu OMyXoJied YacTo MPUMEHSIOTCS
anmuxoazynisHmsl. BCIENCTBUE BBICOKON MEKWHAMBUAYAIbHONH BapuaOENbHOCTH OTBETa Ha
aHTI/IKanyJU[HTHYIO Tepanmo, a TaKXXE BO3MOXHOTO BSaI/IMOIIGf/'ICTBI/ISI HpOTI/IBOOHYXOJ'IeBI)IX
MpernapaToB ¥ aHTHUKOATYJISTHTOB MPU KOMOWHUPOBAHHOM WX NMPUMEHEHUH, CICAYET PETYIISIPHO
OIICHUBATh CBEPTHIBAEMOCTh KPOBH, 3 UMEHHO MeXayHapoIHOE€ HOPMAJIU30BAHHOE OTHOLIEHUE
(MHO).

IIpoTrBONOKAa3aHO OJJHOBPEMEHHOC IIPHUMEHECHHUE C:

—  6AKYUHOU NPOMUS JHCENMOU IUXOPAOKY BCIECICTBUE BO3MOMKHOIO PUCKA MOTEHIHAIBHO
JeTaTbHOM reHepanu3aii HHOEKIUHU, B TOM YHCIE C JIETaJbHBIM UCXOA0M (CM. pa3zien
4.3).

He pexomenayeTcss 0fHOBPEMEHHOE TPUMEHEHHE C:

—  JICUBLIMU AMMEHYUPOBAHHBIMU 8aKYUHAMU (KPOME BaKIIUHBI IIPOTUB JKEITOH JTMXOPAIKH)
W3-32 TOBBIIICHUS PUCKA PA3BUTHS CUCTEMHBIX 3a00JIEBaHUI C BOSMOXKHBIM JICTATbHBIM
HCXOJ0M, OCOOCHHO Yy MAIlMeHTOB ¢ UMMYHOCyIpeccuei. [Ipu HeoOxonuMocTu ciaenyeT
OPUMEHATh WMHAKTHUBUPOBAaHHYIO BakKLMHY, €CIM 3TO BO3MOXHO (Hampumep, IpHU
MTOJIMIOMHUEITUTE).

—  @henumourom W3-32 TIOBBIIMICHUS PUCKA DPA3BUTHUS CYAOPOT B PE3yJbTaTe CHUKCHHS
BCachIBaHUs (DEHUTOMHA B MUIIEBAPUTEIHHOM TPAKTE TUTOTOKCHYECKIM JICKAPCTBECHHBIM
npenapaToM WM BCJICJICTBHE IMOBBIIICHUS TOKCHYHOCTH WM MOTEPH IPPEKTUBHOCTH
OUTOTOKCUYCCKOIr0o TImperapara B CBI3W YCHUJICHHOTO (beHI/ITOI/IHOM IICYCHOYHOTI'O
MeTabom3ma.

OpaHOBpEMEHHOE IPUMEHEHHE, KOTOPOE CICAYET IPUHUMATh BO BHUMAHHE

— Huxnocnopun (M, METOIOM OSKCTPANOJSAIMU, TAaKPOJIMMYC M CHPOJIHUMYC), BO3MOXKHO
pa3BUTHE BBIPAKEHHOH MHEIOCYNIPECCHH C YBEIMYEHHEM pHCKa (hopMUpoBaHUS
muMdonposnpepaTUBHBIX 3a00I€BaHHA.

—  Conymcmsytlowas mepanusi He@hpo- uiu OMOMOKCUYHbIMU Npenapamamu (Hanpumep,
AMUHORUKO3UObL,  GAHKOMUYUH, —KANPEOMYuH U  Ouypemuxu): OIHOBPEMEHHOE

MMPUMCHCHHUC Kap60l'IJ'IaTI/IHa C AMHUHOTJIMKO3UJHBIMU aHTUOMOTHKAMH JOJIDKHO
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IMPUHHUMATBCA BO BHHMAHUC TII0 HTPHYHUHC Nll\;ll\’;fll%ggﬁd TEM%;(II/B{%OQ;PII U

OTOTOKCHYHOCTH, OCOOCHHO Yy TAIUEHTOB C MOYEYHOH HEIOCTATOYHOCTHIO, TTOCKOIBKY
KapOoTuTaThH NMPUBOAUT K n3MeHeHus M KK.

— Ilemnegvie Ouypemuxu, OIHOBPEMEHHOE IPUMEHEHHE KapOOIIaTHHA C TETJIEBbIM
JUYPETUKOM JIOJDKHO TPUHUMAThCS BO BHUMAHUE IO TPUYMHE KYMYJISATHUBHOMN
HE(POTOKCUIHOCTH U OTOTOKCUYHOCTH.

KapOomnatia MOKeT B3aMOJICHCTBOBATH C AIFOMUHHEM ¢ 00pa30BaHUEM YEPHOTO OCAJIKA.
4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTD U JJAKTALMS

JKeHITUHEI ¢ IETOPOAHBIM IMOTSHITUAIOM (KOHTDaHeHHI/IH Y MYKYHMH U )KCHHII/IH)

My:KuuHaM U KEHIIMHAM PETPOTyKTUBHOTO BO3pacTa peKOMEHIyeTCsl MPUMEHSTh 3 (peKTHBHBIC
METO/IbI KOHTPAIICTIIIUY BO BpEeMs Teparnu KapOOIUIaTHHOM, a TAKXKe B TEYCHHE 6 MECAIIEB MOCIIe
MIPEKPACHUS JICICHHS.

bepeMeHHOCTB

Kapbomnatua MoXeT HaHECTH Bpe[ IUIOAY B Ciiydyae MPUMEHEHHs] Y OepeMEHHOW KEHIIUHBI.
KoHTponupyembIix HcCCIeOoBaHUN NPUMEHEHHS KapOoruiaTHHa y OEpEeMEHHBIX JKEHIIWH He
MPOBOAMIIOCH. VcciemoBaHusl HAa KUBOTHBIX TMOKA3au 3MOPHOTOKCHUYECKHM, TEPATOTCHHBI U
MyTareHHbIN 2 PeKThI KapOoIIaTHHA.

KeHmuHbl ~ penpoOAYKTUBHOTO  BO3pacTa  JOJDKHBI  OBITh  THIATEIBHBIM  0Opa3oM
npouH(OPMUPOBAHEI O TIOTEHIIMAIBHOM BpeAe /s IUIloJa B ClOydyae BO3HHUKHOBEHUS
OCepeMEHHOCTH BO BpeMs TEpAIUU KapOOIIIATHHOM.

Haznauenue kapOormiaTiHa BO BpeMsi 0epeMeHHOCTH MPOTUBOIIOKA3aHO.

Jlakrarug

HewusBecTHO, MpOHHUKAET M KapOOIUIATHH B TPYAHOE MOJOKO. Bo m30ekaHne MOTEHIIUATBHOTO
Bpena Ui peOCHKa PEKOMEHAYETCS MPEKPaTUTh TPYJHOE BCKApMIIMBAHUE BO BpEMs TEpaIrvu
KapOOTUTATUHOM.

DepTHAbHOCTH

[Ipu npyuMeHeHNN aHTHOHEOIIACTUYECKHUX MTPENapaToB BO3MOKHO Pa3BUTHE TOHAI0CYIIPECCHH C
MOCIICAYIOIUMHU aMEHOPEEH U a300CTIePMHUCH. DTH HeXeNaTeIbHbBIC 3(PPEKThI 3aBUCST OT JT03bI U
NPOAODKUTEILHOCTH TpUeMa Mpenapara ¥ MOTyT ObITh HeoOpaTUMbIMU. Tak — Kak
AHTHHEOIUIACTUYECKUE TIpenapaThl Yalle BCEro MPUMEHSIOTCS B KOMOWHAIUY, 3aTPyAHUTEIHHO
OILICHUTh TOHAJ0CYTPECCUBHBIN 3(h(PEKT OTAETHHO B3STOrO Mpemnapara.

My>K4MHBI JOJDKHBI OBITH MPOKOHCYJIBTUPOBAHBI 10 BOMPOCY KPUOKOHCEPBAIIMHM CIIEPMBI 10

HayaJa JIeYeHUs1 KapOOIUIaTUHOM M3-32 BO3MOYKHOTO Pa3BUTHS HEOOPATUMOTO OECIIIONHS.
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4.7. Bausinue Ha CIOCOOHOCTH YNPABJIATH Tpchnég%ﬁBM'bﬁéﬁIm' -1 Tp%ﬁ'(‘ﬁ%f'b c

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MeXaHHU3MaMH
OTCYTCTBYIOT UCCIICIOBAHMS BIIMSIHHSI HA CIIOCOOHOCTH YIIPABJIATH TPAHCTIOPTHBIMHU CPEJICTBAMU
u paborate ¢ MexaHuzMamMu. OnHaKo KapOOMJIATUH MOXET BbI3BATh TOIIHOTY, PBOTY,
nepudepudecKyr0 HEUpONaTHio, HAPYIICHHUS 3pPEHUS M OTOTOKCHYHOCTh; TaKUM O0pa3oM,
IMAaOuCHTHI JOJIP)KHBI 6I>ITB HpeﬂynpemneHH (0] BO3MOXKHOCTHU pa3BI/ITI/I$I OIIMCAHHBIX
HEKEJIATSIBHBIX SBJICHUA W MPH WX TOSBICHHH UM CJCAYyeT BO3JICPKATHCSA OT BBITOJHECHUS
yKa3aHHbBIX BUJIOB JICATEIBHOCTH.

4.8. HexxennaTesibHbIE peaKkIuu

Pesrome npodung 0e3omacHOCTH

HexenarenbHble peakiuu KiacCU(UIIMPOBAHBI B COOTBETCTBHM C WX 4YacTOTOH pPa3BUTHS
clenyromuM obpazoM: odeHb yacto (>1/10), gacto (>1/100, HO <1/10), HeuacTo (=1/1 000, HO
<1/100), penko (=1/10 000, Ho <1/1 000), ouensb penko (<1/10 000), gwacroTa Heus3BecTHa (HA
OCHOBaHUHW UMEIOIINXCS JAHHBIX OI[CHUTHh HEBO3MOXKHO).

B mpenenax KakoW TpymImbl MO YacTOTE BCTPEYACMOCTH HEKENIATEIbHBIC PEaKIH JaHbI B

MOPAAKE YMCHBIICHU UX CCPBE3HOCTH.

CucTeMHO-OpPraHHbII YacroTa HesxkenaTebHble peakuuu
KJ1acc BO3HHUKHOBEHHS
Nudexuun n naBazum 4acTo WH(EKIIMOHHBIE 3a00JICBaHMS

q4aCTOoTa HCU3BCCTHA ITHCBMOHU:.

I[O6p0Ka‘-IeCTBeHHI)I€, YacToTa HEM3BECTHA | CBSA3aHHOE C JICUCHHUEM BTOPHUYHOC
3JIOKAYCCTBCHHBIC n 3JIOKQYCCTBECHHOC HOBOO6pa3OBaHI/Ie
HCYTOYHCHHDBIC

HOBOOOpa3oBaHUs (BKJIIOYAS

KHUCTBI U TTOJIUIIBI)

Hapymenust co cTopoHsl OY€Hb 4acTo TPOMOOLIUTONICHUS, HEUTPOTICHHUS,
KpPOBH 1 TUM(paTHIECKON JCHKOTICHHSI, aHEMUS
CHUCTEMBI 4acTo KpOBOTEUEHHUE™

YacToTa HEM3BECTHA | HEAOCTATOYHOCTH KOCTHOTO MO3Ta,
heOpunbHas HEUTPOTICHHUS,
TeMOJIUTUKO-YPEMHUUCCKUN CUHIPOM,
TEMOJIMTNYCCKAasd aHEMUA (B TOM YHUCIIC

C JIETAJIbHBIM UCXOJIOM)

HapymeHI/I;I CO CTOPOHBI qacCTo TUINICPYYBCTBUTCIIBHOCTD,

10
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MMMYHHOU CUCTEMBI

G R R e T R0

Hapymenns YacToTa HEU3BECTHA | JI€THUIpaTalMs, aHOpEKCHS,
MeTaboar3Ma U MUTaHUS TUIIOHATPUEMHMS], CHUHIPOM  JIM3HUCa
OITYXOJIH
Hapymenust co ctopoHbl 4acTo nepugepuyeckast HeWponarus,
HEPBHOM CUCTEMBI MapecTe3ny, CHIDKEHUE TIIyOOKHX
CYXOXXUJIbHBIX pe(]IIeKCOB, CEHCOPHOE
paccTporCTBO, TUCTEB3US
4yacToTa HapylLIeHHe MO3TrOBOTO
HEH3BECTHA KpoBooOparieHust (B T. 4. UHCYIBT*),
sHIedanonaTus, CUHAPOM  3agHEl
oOpatumoit JiefikosHeanonaTum**
Hapymienust co cTopoHsl 4acTo HapylLIeHUE 3pEHUs
opraHa 3peHust penKo MOTEPS 3peHUs
Hapymenust co ctoponsl 4acTo OTOTOKCHMYHOCTh (IIyM B  yIax,

opraHa ciyxa ¥ JJaOupuHTa

YXYIIICHUE CITyXa)

OYCHB PEJIKO

MoTeps ciyxa

Hapymenust co ctoponsl

cepala

4acTo CEPJICYHO-COCYAUCTHIC OCIOKHECHHUS (B
TOM 4ucie uH(ApKT MHUOKap[a,
OCTAaHOBKAa  CepJIa, CTEHOKapAWs,
UIIEMUS MHOKap/a)*

YacToTa HEU3BECTHA | cepleUHast HEJO0CTaTOYHOCTH ™,

cuiapom Koynuca (amneprudeckuii

OCTPBII KOPOHAPHBIN CHHIPOM)

Hapymenust co cTopoHsl

COCYJIOB

YacToTa HEeu3BeCTHA

IMOoIHuT*,

TOBBIICHUC apTCPUAIBHOTO JaBJICHUA

(runepreH3us),
CHIKEHHE apTepUalIbHOIO JIaBJICHUS
(runoreHsus), BEHOOKKJIIO3MOHHAs

O6one3Hp (B TOM 4YHCIE CIOy4au C

JIETAJIbHBIM UCXOJIOM)

Hapymenust co ctopoHbl
JBIXaTeNbHON CUCTEMBI,

OpPraHoB I'PyAHOMN KIETKU U

qacTo

pecrnupaTopHoOe HapyIIeHHE,
WHTEPCTHIIUAIbHBIC 3a00JICBaHUS

JIeTKUX, OpOHXOCIa3M
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CpeloCcTeHHs

(MO CHEQDERTENEHOT TE U0lS]

KenynouHo-KueyHbie

HapyIEHUs

OYC€Hb 4acCTO

pBOTA, TOITHOTA, O0JIh B )KHBOTE

qacCTo

Auapes, 3arop, BOCIIAJICHUC CIIU3UCTOM

000JIOYKH TOJIOCTH PTa

YacToTa HEU3BECTHA

CTOMATUT, MAHKpeaTuT**

Hapymenust co cTopoHsl

KOXHM U IIOAKOXHBIX TKaHel

qacCTo

aJIoIIc s, 3a00JIeBaHUE KOXKHU

YacToTa HEU3BECTHA

KpanuBHUIA, ChIlb, SPUTEMA, 3y 1

Hap}/IHCHI/Iﬂ CO CTOPOHBI qacTo HapyHUICHUC OMMOPHO-ABUTATCIBLHOI'O
MBIIIEYHOM, CKEJIETHON 1 arnrmapara

COETMHUTENILHOM TKaHH

Hapymienust co ctopoHbl 4acTo MOUYETIOJIOBBIE pacCTpOicTBa

IIOYEK U MOYCBBIBOIAIITUX

myTen

YacToTa HEU3BECTHA

MOBBILIEHUE KOHIICHTpaIIUA
KpeaTUHHHA U MOUYEBUHBI B CHIBOPOTKE

KpOBH

Hapymenust co ctoponbl
PENpOyKTUBHOU CHCTEMBI

1 MOJIOYHBIX KCJIC3

YacToTa HEU3BECTHA

a300CICcpMus, aMCHOPECA

OOu1re HapymeHus U

p€aKkuuu B MCCTC BBCIACHHA

qacTo

aCTCHUA

YacToTa HEU3BECTHA

aJJIepru4ecKhue peakuu B MecTe
BBEJICHUS, PEaKIIUU B MECTE BBEICHUS
mpemapata (B TOM YHCJIE HEKPO3,
TpaHCCyIaLus, MOKpacHEHue),

HEAOMOT'aHHC

Jlaboparopusbie u
MHCTPYMEHTAJIbHbIE

JaHHBIC

O4YCHB 4acCTO

CHIDKEHHE TTOYSUYHOTO KITUpEHca
KpCaTHHHUHA, TOBBINICHUC MOYCBHUHLI B
IJ1a3smMe KpOBH, IIOBBIIIICHUEC
aKTHUBHOCTH ImeNouHon (ocdarazel u
«MEYECHOYHBIX» TPaHCAMHUHA,

OTKJIOHEHHE OT HOPMBI TIOKa3aTeien

¢byHKIMN CHIDKEHHE

MICYCHH,
coAEpKaHUs HATPUS, KAJIHS, KAJIbLUA,

Mar"us B IJ1a3M€ KpOBU

qacTo

YBCIUUYCHUEC KOHICHTpPAaIunu

OunnpyOuHa, MOBBIILICHUE KPEeaTHHHHA

12
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' Mo BOR KTC T n s 1TIASME KPOBK

COOTBETCTBYET ZKCNEPTHOMY OTUETY

* JletanbHoCTh <1 %, HapyllIeHUsI CO CTOPOHBI CEPACYHO-COCYAUCTON CUCTEMBI C JIETATbHBIM
ucxogoM y <1 % manueHTOB BKJIIOYAIN CEPACUHYI0 HEIOCTATOYHOCTh, SMOOJIHUIO M OCTPOE
HapYIICHHE MO3TOBOT'O KPOBOOOPAIIICHHUS.

** OCHOBaHO Ha OIBITE MOCTPErUCTPALIMOHHOIO IPUMEHEHUS JIEKApCTBEHHOT0 Mpenapara.

OnuncaHue OTACABHBIX HEXKEJIATSIbHBIX PeaKITUM

I'emamonocuueckue napywenus

OCHOBHBIM TOKCHYECKHM (DaKTOpOM, OTPaHUYMBAIONIMM 103y KapOOIUIaTWHA, SIBISETCS
nojapjieHue  (YHKIUMHM  KOCTHOMO3TOBOTO  KPOBETBOpEHMs.  Mwuenocympeccus  HOCUT
J0303aBUCUMBIA  XapakTep. MakcuMaabHO  HHU3KOE  COJEp)KaHue  TPOMOOIUTOB U
JICUKOIUTOB/TPAaHYJIOLUTOB, KaK MPaBHJIO, AOCTHraeTcs 4epe3 ABe-TPU HEAETH IOciie Haydaia
npueMa Ipenapara, Ipd STOM TPOMOOIMTOINEHUS BCTpedaercs uyamle. AIeKBaTHOE
BOCCTAHOBJICHHE KPOBETBOPEHHS 1O 3HAYCHHH, MO3BOJSIOIIMX BBEIEHHUE CIEAYIOUIeH 03bl
KapOoIUIaTHHA, KaK MPaBUIIO, 3aHUMAET HE MeHee 4-X HelleNb. Y JOCTaTOYHO OOJBIIOro Yrcia
NAIMEHTOB MOTYT TAaKXXe MPOSBIATHCS CUMIITOMBI aHEMUH (COJIEp)KaHHE I'eMOTJIO0MHAa MeHee
110 1/171), ”THTEHCUBHOCTH KOTOPOH 3aBHCHUT OT CYMMapHOM 1036 ipenapaTta. MoXeT BOZHUKHYTh
HE0O0XO0IUMOCTh B MMPOBEICHUN TPAaHC(HY3MOHHOMN Tepanuu, 0COOCHHO y MalUEeHTOB, TPOXOISIINX
JUTUTEIIBHOE JieueHne (Hampumep, Oosiee 6 MUKIOB npuemMa mpemnapara). CymiecTByeT Takke
BEPOATHOCTh PA3BUTHUSI TAKUX OCIOKHEHHMH KakK JHXOpajka, WH(GEKIHOHHBbIE 3a00JIeBaHUSA,
CETICUC/CENTUYECKHH IOK U KPOBOTECUCHUE.

VY nanueHToB ¢ IIOXUM OOILIIUM COCTOSIHUEM MOXKET OBITh MOBBILIEH PUCK Pa3BUTHUS JEHKONIEHUN
WM TPOMOOIIMTOTICHHH.

VY manueHToB ¢ HOPMadbHBIMU HCXOAHBIMU 3HAYEHHUSIMH TPOMOOLIMTONEHUS C KOJIUYECTBOM
TpomboruToB HIke 50 000/MM® BeTpewaeTcs y 25 % MalMeHTOB, HEHTPONEHUS ¢ KOIMYECTBOM
rpanynonutos Hike 1 000/mMM® — y 18 % TalueHToB U IEHKONEHHs ¢ KOJIUYECTBOM JIEHKOIIUTOB
amwke 2 000/mm® — y 14 % nanuenTos. ITuk 06b4HO HacTynaeT Ha 21-it nensb. Muenocynpeccust
MOJKET YCYTyOUThCS IIPY COYETAHUN MHBEKIIMH KapOOIUIaTUHA C APYTUMH MUEIIOCYTIPECCUBHBIMU
COCIMHEHUSIMH WK (hopMaMu JICUEHHUSL.

MuenoToKCMYHOCTh 00Jiee BhIpaXKeHa y MallMeHTOB, paHee MOIy4YaBUINX JIEUYEHUE, B YACTHOCTH Y
MAIMEHTOB, paHee MOTyYaBIIUX HUCIUIATHH, U y MAIMEHTOB C HapylleHHeM (QyHKIHU MoYeK. Y
MAIMeHTOB C IUIOXUM (YHKIIMOHATBHBIM COCTOSIHUEM TakkKe HaOIo/anach MOBBIIICHHAS
JeKoneHuss U TpoMOoruToneHus. JlaHHbple SBIEHUS, XOTS OObIYHO M OOpaTUMBbIE, NMPHUBEITH K
UHQEKIIMOHHBIM ¥ TEMOPPAarHYeCKUM OCIOXHEHUSIM Y 4 % u 5 % TanueHTOB, MOITy4aBIINX

MHDBEKIUN KapOOIUIaTHHA, COOTBETCTBEHHO. DTU OCJIOKHEHUS MPUBEIH K CMEPTH MEHee 4eM y 1
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(NOCNEQCBATENEHOCTE 0005)

% TAI[HEHTOB.

AHeMHUs CO 3Ha4YCHHUSIMH TeMOIIOOMHAa HWxke 8 r/m1 Habmogamack y 15 % manueHToB ¢
HOpMaJIbHBIMU HCXOAHBIMU 3HAUCHUAMH. YacToTa pa3BUTUS aHEMHM YBEIMYUBACTCS TNpU
YBEJIMUEHUH J103bI KapOOTIaTHHA.

Hobpokauecmeennvie, 310KauecmseHHble U HEYMOUHEHHble HOB00OPA308aHUS (6KIIOUASA KUCbL U
noaunsl)

CooOmjaioch 0  BTOPUYHBIX  OCTPHIX  3JI0OKAQYECTBEHHBIX  HOBOOOpA30BaHUSX  IOCIIE
KOMOMHHPOBAHHON TepaIruu IIUTOCTATUKAMU, BKIIOYAIOIINUX KapOOTIaTHH.

OnucaHsl peIKMe cIydyau pa3BUTHsI OCTPON MUEJIOT€HHOM JIEHKEMUH U MUENIOAUCIIIACTHYECKOTIO
CHUH/IpOMa Yy NAIMEHTOB, MTOJy4YaBIINX KapOOIJIaTHH, IPEUMYIIECTBEHHO MPU €r0 IPUMEHEHUH B
KOMOHMHALIMY C APYTUMHU TOTEHIUAIBHO JIEHKO30I€HHBIMU MpenapaTaMu.

Hapywenus co cmopoHul OvbixamenvHot cucmembl, Op2aHo8 2pyOHOU KIemKU U CPe0OCmeHUs
OueHb pesiko co00IaIO0Ch O IETOYHOM (PHOPO3€e C MPOSIBICHUSIMU B BUZE 3aI0)KEHHOCTH TPy THOU
KJIETKU ¥ OJBILIKU. JJaHHOE COCTOSIHNE AOKHO ObITh pACCMOTPEHO MOCIIE UCKITIOUEHUS PEaKUil
TUNEPYYBCTBUTEIBLHOCTH CO CTOPOHBI ABIXaTE€IbHONU CUCTEMBI.

Kenyoouno-kuuieunvie HapyueHus

PBoTa Habmogaercs y 65 % ManueHToB, y TPETH U3 KOTOPBIX OHA TsoKenast. ToIHOTa BO3HUKAET
emie y 15 %. Panee nedeHHple ManueHThl (B YaCTHOCTH, MAIMEHTHI, paHEE JICUYUBIIUECS
[UCIIATUHOM ), TIO-BHIMMOMY, 00JIe€ TIOJIBEPKEHBI PBOTE. DTU HEXKENATEIbHbIC PEaKIIUU OOBIYHO
BO3HHMKAIOT dYepe3 6—12 dYacoB mocie BBEICHUS KapOOIUIaTWUHA, KOHTPOJIUPYIOTCS WU
MPEIOTBPAIIAIOTCS TPUMEHEHUEM MPOTUBOPBOTHBIX MPEMApaTOB U UCUE3AI0T B TeUeHHE 24 4acoB.
PBoTa Oonee BeposiTHa B Ciydasx, KOT/Ia BBEJCHHE KapOOIUIaTHHA MPOBOAUTCS B COYETAHUU C
JIPYTMMH CIIOCOOHBIMHU BBI3bIBaTh PBOTY BELIECTBAMM.

JpyrumMu >xeiayJ0uHO-KHIIEYHBIMUA HapylIeHUSMHU ObUIH auapes y 8 % MalleHToB U 3arop,
BO3HMKABIINK y 6 % MalneHToB.

Taxoke coo0I1anock 0 pa3BUTUH CIIa3MOB.

Heeponozuueckue napywenus

JlnurenbHas Tepanus MpenapaToM MOXKET MPUBECTH K KyMYJISTUBHOW HEHPOTOKCUUYHOCTH.
[Tepudepuueckas HeiiponaTusi (B OCHOBHOM MapecTE3UU U CHIDKEHUE CYXOKUIbHBIX PEPICKCOB)
Habmroanack y 4 % manueHToB, KOTOPBIM BBOJMIIM KapOoruiaThH. [lanmeHTsl cTapiie 65 ner u
NAlUEHTHl, paHee MOJy4yaBIIME€ LUCIUIATUH, a TaKKe MNAlUEHTHI, MOJIy4yaBIIME UIMTEIbHOE
JeYeHne WHBEKIHeH KapOoIUlaThHA, MO-BUIMMOMY, TIIOABEP)KEHBI TIOBBIIIEHHOMY PHCKY
nepudeprudecKkux HelponaTuil.

Knunnuecku 3HaunMble CEHCOpPHBbIE HapylIeHUs (T. €. HapyILIEHUs 3pEHUs] U U3MEHEHHUS BKyca)

umenu Mecto y 1 % nanueHTos.

14



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 25.06.2025 K= 15711

OO0mass 4YacTtoTa HEBPOJOTHYECKUX MMOOOYHBIX 3(bd)'&%£'-l %Eﬁlﬂ%@ﬁéﬁl '::5 Tﬁ' 'll_lI/II'EI};{'ITOB

NOJYYarOIIUX WHBEKIUI0 KapOoIlaThHa B KOMOWHAIMM C JPYTUMH IPOTHBOOITYXOJIEBBIMH
npenapaTamMu. JTO TaKKe MOKET OBITh CBA3aHO ¢ 0oJiee JJIUTENbHBIM BO3/CICTBHEM Mpenapara.
Panee cymiecTByromue napecte3ud, B 0COOEHHOCTH OOYCIIOBJICHHBIE Tepamue HUCIUIATHHOM,
MOTYT MPOJIOJKATHCS U YCYTYOJIAThCS Ha (POHE Tepanuu KapOOIIaTHHOM.

Hapywenue spenus

Hapymenust 3peHusi, B TOM 4ucje MOTeps 3PEHMs, Yalle BCErO0 acCOLMHUPOBAaHA C Tepanuent
BBICOKMMH J1I03aMHU KapOOIJIaTHHA y MAIlMEHTOB C HapyIIeHUsIMU (DYHKINU MMOYeK. Y MaI[eHTOB
C HapyuieHueM (YHKIMH TOYEK, MPOXOIUBIIMX JICUYCHHE BBICOKMMH J03aMH KapOOIUIaTHHA,
Ha0JII0/1a1ach KOPKOBAs CIIEMOTA.

VYiy4iieHve WM TMOJMHOE BOCCTAHOBJIEHHE 3PEHHUS, KaK MPaBHIO, MPOUCXOIUT B TEUECHUE
HECKOJIbKUX HeZelNb MOocTe MpeKpallieHus mpreMa rnpemnapara.

Omomokcuunocms

CrayxoBbie 1e()eKThl BHE PEUEBOro AMAINa30HA C HAPYIICHUSIMH B BHICOKOYACTOTHOM JHAIa30HE
(4 000—8 000 T'm) O6bLTM OOHapy»eHbl ¢ 4yacToTo 15 % mpu CepuiHBIX ayJUOMETPHUUYECKHX
uccienoBaHusx. O4eHb peIko COO0IAIOCh O CIydyasx TUIMOAKY3HH.

Taxoke yacTo cOOOINATOCH O PAa3BUTHUM IIyMa B ymax. Y MalUEHTOB C HapyLICHHEM CIyXa
BCJICJICTBHE NMPUMEHEHUs IMCIUIATHHA AalibHeHIee yXyAMeHHe ciyXa HHOTa MPOUCXOIUT BO
BpeMsl JIEUEHHsI KapOOTJIaTHHOM.

Hapywenus co cmoponul nouex

[Ipu BBeieHMU B TEPANEBTUYECKUX J03aX Pa3BUTHE HAPYIICHUN (PYHKIIMH MOYEK ObLIO HEYACTHIM
HECMOTPS Ha TO, YTO BBEJICHUE KapOOIJIaTHHA MPOBOIUTCS 0€3 TUApaTalui OOJIBIIUM 00HEMOM
KHUIKOCTH W/Wian (GOpcHpOBaHHOTO auype3a. [loBBIIIEHWE KpeaTWHHWHA B CHIBOPOTKE KPOBH
HabmonaeTcs y 6 % manueHToB, NOBBIIICHHE KOHIIEHTPALMK a30Ta MOYEBUHBI B KpoBU Y 14 % u
MOUYEBOM KHCIOTHI y 5 % manueHToB. OOBIYHO OTKJIOHEHHUS OBbLTH JIETKUMH U OOpaTUMBIMU
npuMepHO y TojoBuHBI manueHtoB. Kmupenc xkpeatmnuna (KK) okasancs naubonee
YyBCTBUTEIBHBIM II0OKA3aTE]IEeM COCTOSIHHS IMOYEYHOW (PYHKIMHM Yy TAIMEHTOB, MOTYYaroIIuX
kapooruiatul. Y 27 % manueHToB, Y KOTOpbIX 0a30Boe 3HaueHue coctasiseT 60 MII/MUH WU
BhIlIe, HaOmoganock cHikenue KK Ha ¢one tepanuu kapoomnatuaom. Hapyimenne GyHkunm
neuyeHH Oosiee BEPOSITHO Yy TMAIMEHTOB, Yy KOTOPHIX paHEe OTMEYaJHCh MPOSBICHUS
HEe(PPOTOKCUYHOCTH HaA (POHE JICUCHHS [TUCTUIATHHOM.

Hapywenus co cmoponvl neuenu

Hab6mionanocy u3MeHeHne (yHKIMM TEYEHH Y TAIMEHTOB C HOPMAaJbHBIMU HCXOIHBIMU
3HAYCHUSIMH, BKJIIOYas MOBBIIIEHUE o01iero omnmupyouna y 5 %, acnapraraMuHoTpaHchepasbl y

15 % w menouno# pocdarasbr y 24 % nanueHToB. DTH OTKIIOHSHHS, KaK TIPABHIIO, OBUTH JISTKUMHU
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MOJIy4aBIIUX OYEHb BBICOKHE J03bI KAPOOIJIATHHA U AYyTOJIOTHYHYIO TPAHCIUIAHTAIIMIO KOCTHOTO
MO3ra, HabJII01aJTIOCh CEPhE3HOE MOBBINIIEHNE (DYHKIIMOHATBHBIX P00 MEeUSHHU.

Cnyyaun OCTpOro, «MOJTHHEHOCHOTO» ((PyJIbMHUHAHTHOTO) HEKpO3a IMEYEHH MPOU3OILIN IOCIe
BBEJICHUS KapOOIUTaTHHA B BHICOKHX JI03aX.

dnexmpoaumol

CHmXeHre KOHUEHTPAIMU HaTPHsl, Kalaus, KaJbLUsg U MarHusi B CBIBOPOTKE KpoBH Y 29 %, 20 %,
22 % u 29 % mnanmueHTOB, COOTBETCTBEHHO. B dWacTHOCTH, COOOIIANOCH O CiydasX paHHEH
runoHatpueMud. [loTepu 3IeKTPOTUTOB SBISIOTCS HECYIIECTBEHHBIMU i B OCHOBHOM MTPOTEKAIOT
0e3 KaKuX-JIM00 KIIMHUICCKUX CHMIITOMOB.

T'unepuyscmeumenvHocms, annepeuieckue peakyuu

Peaknyu aHapuIakTHUECKOTO TUIA, B TOM YHCJE C JETAIbHBIM HUCXOIOM, MOTYT BO3HHUKATh B
TEYCHHE HECKOJbKMX MHHYT IOCIIe BBEACHHS MpermapaTa: OTeK WA, OJBIIIKA, TaXWUKapIWs,
CHI)KCHHE apTePUAIBHOTO JIaBJICHUS, KPAIIMBHUIIA, aHA(PWITAKTHUSCKHUN TIIOK, OPOHXOCTIa3M.
3abonesanus KoxicU U NOOKOHCHOU KIemMYamKu

HabGmromanuce sputemaros3Has Chillb, JHXOpaKa M KOXHBIM 3yA. DTO ObUIM peakiuw,
AQHAJIOTMYHBIC TEM, KOTOpPhIE HAOMIOAANMCh TOCIE TEepanmuy MHUCILUIATHHOM, HO B HEKOTOPBIX
CIIy4asx EpPeKpecTHasi pEaKTUBHOCTh OTCYTCTBOBAJIA.

Hapywenus co cmoponul cepoya

CoobOmanocs 00 OTHENBHBIX  CIOydasX CEpACYHO-COCYIUCTHIX SIBICHUH  (cepiaeuHas
HEJOCTAaTOYHOCTh, IMOONHSI), & TaKKe 00 OTAEIBHBIX CIIy4asX OCTPOrO HApPYIIEHUS MO3TOBOTO
KPOBOOOpAIIIEHUSI.

Obwue Hapywenus u opyeue HexcelamenbHble peakyuu

HaGmroganucey anornenusi, TUXopaaka, 03HOO, BOCHAJICHUE CIM3UCTON OOOJOYKH TOJOCTH pTa
(MYKO3HUT), aCT€HUs1, YyBCTBO OOILIET0 HEAOMOTaHHs, a TAK)KE JUCTEB3USI.

B oraenpHBIX cilydasX BO3HUKaJl TI'€MOJIMTHUKO-ypeMudeckuil cuHiapoM (cuHapom ['accepa —
OCTpass  IIO4E€YHas HEJOCTATOYHOCTb C  OJUTYypUEH, TIEeMOJIMTHUYECKOM aHeMHeW U
TPOMOOIIUTOTICHUEH ).

Coo011anocs 0 ciy4asix TUIIEPTOHUH.

Peaxyuu 6 mecme 66edenus

Coo0majioch 0 peakiusXx B MECTe MHBEKIUU (KKEHHUE, 00Jb, TOKPACHEHHUE, OTCK/OTEYHOCTb,

KparuBHUIIA, HEKPO3 B CBSI3U C DKCTpaBa3anuei).
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JCNEOCBATENEHOCTE 0005)

AL
Coo011eHne 0 IT0I03PEBAEMBIX HEXKEIATEILHBIX DeaKI_[I/ISIg

BaxxHOo coo0mIaTe 0 1mo103peBaeMbIX HeXeENATeIbHBIX PEAKIUAX MOCIIE PETUCTPAIIAY TIPeTapara C
HEeNbl0 OOecreueHus: HENpPepbIBHOTO MOHUTOPUHTA COOTHOILIEHHUS «IOJb3a — PUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIyeTCs COOO0IaTh O JIF0ObIX
MOJI03PEBACMBIX HEXKEIATENbHBIX PEaKUHUAX JEKAPCTBEHHOTO Iperapara yepe3 HaIlMOHAJIbHBIC
CHCTEMBI COOOIICHHS O HEXeNaTeNbHBIX PEaKIHUIX TOCYAapCTB — WICHOB EBpa3umiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®edepayus

®denepanbHas cyx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Pocsnpasuamzop)

Anpec: 109012, Mocksa, CnaBsiHCKas 11011316, 4. 4, cTp. 1.

®denepanbhaas Cimy0a 1o Haa30py B cdepe 3apaBooxpaneHus Poccuiickoit denepanmn
Tenedon: +7 800 550-99-03.

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiit: http://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMOTOMBI

BrlpaxkeHHOE ~ TPOSIBIIGHWE  BBIIICTICPEUYHCICHHBIX  MOOOYHBIX  3(dexkToB, 0COOEHHO
MUEIOCYPECCHH, HapYIIEHUSI CO CTOPOHBI TIEUeHH, TIOYeK U ciryxa. [Ipu npruMeHeHn: BBICOKMX
7103 KapOOTUIaTHHA BO3MOYKHA MTOTEPSI 3pEHUS

Jleuenue

AHTUAOT He wu3BecTeH. JleyeHwe cummnromaruyeckoe. B mepBbie 3 waca mociie BBeIEHUS

npenaparta BO3MOXKXHO IMIPUMCHCHUEC I'EMOUAJIN3a.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCcKHe CBOHCTBA

dapmakoTepaneBTHUYECKas TPya: MPOTHBOOITYX0JIEBBIE CPEACTBA; IPYTHe MPOTUBOOITYX0JIEBbIC
CPEJIICTBA; COCTUHEHUS TIIATHHBI

Kox ATX: LOIXAO02

Mexanusm aeiicteus U dhapMakoauHaMuieckue 3O GEKTHI

KapOormnatua npeacTaBisier co00l HEOpraHMIeCKoe KOMIICKCHOE COCTUHCHHE, BKITIOYAIOIICE
TSOKEJIBIA METAJUI-TUIATHHY.

[TomaratoT, 4TO OCHOBHOW MeXaHHM3M JIeHCTBUS KapOOIUIaTHHA OCHOBaH Ha OO0pa30BaHUU
KoBaJIeHTHBIX cBsizel ¢ JIHK kiieTok, mpeuMyIiecTBEeHHO ¢ aTOMOM a30Ta B CEIbMOM TOJI0KEHUU
ryannHa W ajgeHnHa. OJHa MoJIeKyna KapOOIUIaTHHA COSAMHSCTCS C ABYMS HYKJICOTHIAMH,

o0pa3ys ciuBKy, 00b19HO B nipezenax ognou nenu JJTHK (90 %), pexe — mexay nensmu (5 %). B
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SKCMEPTHOMY OTUYETY

Janubnii 3G ¢GeKT TpOSBISETCS BHE 3aBUCUMOCTH OT (a3l KIETOYHOro HUKia. ['mapararus
KapOoIUIaTUHA, B Pe3ysbTaTe KOTOPOW oOpasyercs akTuBHas (popma mpemapara, MPOUCXOIUT
MeJJIEHHEee, YeM TUapaTalus UCIUIaTHHA.

5.2. dapmakoknHeTHYECKHE CBOWCTBA

[Tpu BHYTpHBEHHOM (B/B) BBEICHUHM KOHIICHTpAIMs KapOOoIIaTHHA B IJIa3Me KPOBH J0303aBUCHMA
B muanazone 20-500 Mr/M?> ¥ CHHXKAETCS nByxdaszno. CpeaHee BpeMsi HaXOXKJICHHS B IIa3Me
HEU3MEHEHHOro KapOomnatuHa — 3,5 4. B mima3me KpoBHM KOHIIEHTpAalUs IJIATHHBI B COCTaBe
MOJICKYJIbl KapOOIUIaTHHA 3HAYUTEIHHO MPEBBIACT KOHLEHTPAIMM CBOOOJHON IJIATHHBI.
[epuon momyBeiBenenus (T1/2) cBOOOIHOM TUTATHHBI TIOCIIE B/B BBEIEHUS KapOOIIaTHHA B 103aX
20-1600 mr/m?> B Teuenue 30—60 MuHYT cocTaBiseT oT 83-96 munyT. O6BEM pacrpeaeneHus
coctapnsier 16-20 nutpoB. HamGomnblnne KOHIEHTpaluu KapOOMJaTHHA HaKalUIMBAIOTCS B
NIEYEHH, TIOYKaX, KOXKe U OIMyXoysax. MakcuMasbHble KOHIIEHTPALMHU TUIATUHBI OOHApYKEHbI B
nedyeHu U aerkux. Menee 10 % kapOoruiaTuHa cBs3bIBaeTCA ¢ O€lIKaMH IUIa3Mbl KPOBH, OKOJIO
24 % mutaTuHBI CBA3BIBaETCA ¢ OeIKaMu IU1a3Mbl KpoBH B niepBbie 4 yaca u 10 40-87 % B TeueHue
24 gacoB mocyie Hayana BBeIeHUs KapOoIuiaTuHa.

HavanpHpIMM  mpojykTamMu — MeTaboim3ma — KapOOIulaTHHa  MOTYT  OBITh  MOHO- |
JUTUIPATUPOBAHHBIE COEAMHEHUS JAMAMUHIUIATHUHBL. OTH METaOONUTHI SBISAIOTCS BBICOKO
PEaKTUBHBIMH U IIPOYHO CBA3BIBAIOTCS € CYJIb(PUIHBIMU IpyHIaMy O€IKOB IJIa3Mbl KPOBH.
KapbomatuHn  BBIBOAMTCS  MPEUMYIIECTBEHHO MOYKaMU. bonbmias d9acTh  IJIATUHBI
JKCKpeTupyeTcs B mepBbie 6 yacoB. Uepe3 24 yaca BbIBe[CHHE KapOoIIaTHHA CHUXKaeTcs 10 2 %
1036l 1 MeHee B cyTku. Okono 50 % kapOoruiaTMHa 3KCKPETUPYEeTCs B HEM3MEHEHHOM BUJIE.
KyMynartuBHOe BbIBEIEHUE C MOUYOM HE 3aBUCHUT OT J]03bl, HO CHUYKAETCS C YBEJIMUEHUEM TSHKECTU
Hapymenuid pyuakmun novek. [larmentam ¢ KK menee 60 mur/MuH 10361 peniapaTa 10JKHBI OBITh
CHU)KCHBI.

[TockONbKY Yy MOXHIBIX TMAIUEHTOB BO3MOXKHO HapylleHHe (YHKIMHA TI0YEeK, TO JI03bI
KapOoIIaTHHA PEeKOMEHyeTCSl CHUKATb.

dapMaKOKHMHETUYECKUE MTapaMeTphbl KapOOoIIaTUHA Y AeTel CX0XKH C TAKOBBIMH Y B3POCIIBIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeueHb BcmoMorareJibHbIX BellleCTB
Harpus ruapoxeun 0,1 M unu 1 M pactBop
JlumoHHas kucnora

Bona mis nanexknui
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(MOCNEQOBATENEHOCTE 000%)

6.2. HecoBMecTUMOCTH

JIaHHBI1 JEKapCTBEHHBIM Mpenapar He CIeAyeT CMEIMBaTh C APYIMMH JIEKAPCTBEHHBIMU
npernapaTamu, 3a UCKIIOUYEHUEM YIIOMAHYTHIX B pasjeine 6.6.

He cnenyet npumMeHsTh A MPUTOTOBICHUS M BBEACHHUS MpENaparta Uriibl, MIMPHULIBI, KAaTETePhl U
UH(QY3UOHHBIE CHCTEMBI, COJACp)KallMe AalIOMUHHMA, KOTOPBIH MOXKET pearupoBaTh C
KapOOoIIaTHHOM, IPUBOJIS K 00pa30BaHUIO OCA/IKa WIIM IOTEPE aKTUBHOCTH ITperapara.

6.3. Cpok rogHocTH (CPOK XpaHEHHUA)

HeBckprIThlil ditakoH

2 rona.

Pasb6aBieHHBII pacTBOp

Paz06aBneHHbIi pacTBOp MpemnapaTa cCTabWiIeH B TeueHue 8 yacoB mpu temmeparype 25 °C.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IIPH XPAHEHHH

Xpanuts npu tremmnepartype Boiuie 25 °C.

VYcnoBust XxpaHeHus mociie pa3z0oaBiIeHus JIEKapCTBEHHOTO IIpenapara cM. B pasuene 6.3.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

I[lo 5 ma, 15 mm, 25 M, 45 mun win 60 mMa Bo (hIakoHBI CBETO3ALIUTHOTO cTekia |
THJIPOJIUTUYECKOTO KJIAcCa, TEePMETUYHO YKYINOPEHHBIE PE3MHOBBIMH NMPOOKaMH, ¢ OOKaTKOM
KOJIMAaYyKaMH aTFOMUHUEBBIMU WM aJTFOMO-TIJIACTUKOBBIMHU.

[To 1 ¢pnaxony BMecTe ¢ HHCTPYKLIMEN IO IPUMEHEHHIO IIOMEIIAIOT B NMaYKy U3 KapTOHA.

[To 10 wm 25 $hIakOHOB ¢ paBHBIM KOJMYECTBOM HHCTPYKIMM MO MPHUMEHEHUIO TIOMEIIAOT B
KOpOOKY M3 KapTOHA (U1 CTAIMOHAPOB).

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUYTOKEHHMH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara MWJIH  OTXOA0B, TMOJYYEHHbIX IOcJde MpPHUMEHEeHUus:
JICKapCTBEHHOI0 Npenapara, 1 Apyrue MaHUIYJIS LMY ¢ IpenapaToM

Conepxxumoe (riakoHa cleAyeT pacTBOPSATh HEMOCPEACTBEHHO TIepesa yHnoTpeOleHueM B
CTEpUJIbHON BOJIE AJIs1 MHBEKIMI, 5 % pacTBOpe aexctpossl win 0,9 % pacTBope HaTpusl xJ10pHuaa
710 KOHEYHOH KoHUeHTpanuu 0,5 Mr/mir.

[lepen mnpumeHeHueM pacTBOp KapOOIUIaTUHA HEOOXOAMMO TOABEPrHYTh BH3YaJIbHOMY
KOHTPOJIIO Ha MIPEIMET HAIMYUS B HEM MEXaHUYECKHUX BKIIOUEHUN U HApYLICHHS OKPACKH.

[Ipu npuroTtoBnenuu u npuMeHennu npenapata Kapoomnatun-JIDHC nomkHbI coOmoaaThes Bee
MHCTPYKLUH, IPUHATHIE JUISl HIUTOTOKCUYECKUX MTPENapaToB.

[Tpu mpuroToBIE€HNH pacTBOPa U OOpAILEHHH C NIPENAPATOM CIEAYET MPOABIATh OCTOPOKHOCTD.
Crnenyer coOnrofaTh COOTBETCTBYIOIIME MEphl acCeNTUKH. PekoMeHIyeTcss MoIb30BaThCs
nepyaTkaMd W JAPYroM 3allMTHOM ONEKIOM Il IPENOTBpPALCHUS KOHTAaKTa C KOMKEH.

bepeMeHHBIN TEPCOHA HE AOJKEH MCII0JIb30BaTh IUTOTOKCUYECKUH IIpenapar.
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KkonuuecTBOM BoAbl win 0,9 % pacTBopoM HaTpus xJiopuaa. B cnydae momananus npemnapara Ha
KOXXYy HEOOXOJUMO HEMEIUICHHO MPOMBITh MECTO COMPHKOCHOBEHUS C TpEenapaToM OOJBIINM
KOJINYECTBOM BOJIbI. B cilydae BAbIXaHHsI Mperapara WId MOMaJaHHs €ro B poT HEOOXOIUMO
HEMEJIEHHO 00paTUTHCS K Bpauy.

He CJICAYCT NPUMCHATD IJI IIPUTOTOBJICHUA U BBCACHHA IMPCIiapaTa UIJibl, IIIPHUILI, KATCTCPLI U
UHQY3HOHHBIE CHUCTEMBI, COACp)KAIllMe aIIOMUHHIA, KOTOPBI MOXET pearupoBaTh C
KapOOoIIaTHHOM, IPUBOJIS K 00pPa30BaHUIO OCAJIKa WM TIOTEPE aKTUBHOCTH ITperapara.

Becp ocraBmmiics JIEKapCTBEHHBIN IIPEnapaT U OTXObI CIEAYET YHUUYTOKUTH B YCTAHOBJICHHOM

MOPSIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccniickas @enepanus

000 «BEPO®APM»

Bnanumupckas o0:1., IletymuHckuii paiion, . Boasrunckui, yi. 3aBoackas, Bia. 120.

7.1. IlpeacTaBuTeNb AEPKATESI PETHCTPALNMOHHOIO YI0CTOBEPEeHHS

[Iperen3uu nmoTpeduTenel HANPaBIATH 110 aJIPECy:

Poccuiickas @enepanus

000 «BEPO®APM», 115088, r. Mocksa, 2-i1 FOxxHomopToBbIi nipoe3, 1. 18, ctp. 9, atax 2.
Ten: +7 (495) 797 57 37

@axc: +7 (495) 792 53 28

Anpec anekTpoHHON nouThl: info(@veropharm.ru

8. HOMEP PETHCTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITI-Ne(001690)-(PT-RU)

9. JATA NEPBUYHOM PETMCTPAIIMA (IIOATBEPXKJIEHHUA PETUCTPAIIUMA,

NEPEPETUCTPALIUN)

Jata nepsoii peructpauuu: 18.01.2023

10. JATA IIEPECMOTPA TEKCTA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
o1 25.06.2025 N= 15711

OOmiasi XapakTepUCTUKA JIEKAPCTBEHHOTO I enapaTé;n %Qp%%ﬁlﬁ&@ﬁxl%%:%af%ﬁﬁ' Ha

UHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHUKaITMOHHOM cetu «uTepHEeT» http://www.eec.eaeunion.org/
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