HO PB

KETOHAJI IYO 150 Mr kancynsl ¢ MOAM(HLMPOBAHHBIM BBICBOOOXK/ICHHEM BY
TekcT o01el XapaKTepUCTHUKH JIEKAPCTBEHHOIO Ipenapara
8551 -72017
OBIIASL XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITIAPATA
"COTAACOBAHO

L HA3BAHHUE JIEKAPCTBEHHOI'O ITPEIIAPATA - c:i er’zﬁ Sﬁﬁ ABOOXP. AHEET 1
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M KarcyJibl ¢ MOAU(HUIIMPOBAHHBIM BBEICBOOOKIECHUEM Pecyfigpun Begapyos 7

2. KAUYECTBEHHBIN U KOJJUYECTBEHHBI COCTAB
Kaxxnas xancyna ¢ Moau(UINPOBAHHBIM BBEICBOOOXKIEHHEM COlepHT 150 Mr KeTomnpodeHa.

Bcnomozamenvuvie  6ewjecmea, Hanuuue KOmMOpelX HAOO  YYUMbBIEAMb 6  COCMAGE
JleKapcmeenHo20 npenapama:

Kaxnmas xancyna ¢ MoIuUIMPOBAaHHBIM BBICBOOOXKIEHHEM COAEPKUT 20 MI JIAKTO3BI
MOHOTHpaTa.

[TonHBIH CIMCOK BCIIOMOTATENIbHBIX BELIECTB NPUBEICH B pasjere 6.1.

3. JIEKAPCTBEHHASI ®OPMA

Kamncyiel ¢ Mogu¢uuupoBaHHBIM BEICBOOOKIEHHEM.

Onucanue Kancysel: roixy6as KpbIIKa, IPO3pavyHOe TEJIO, 3a0JHEHHOE OEIBIMU U JKEITHIMH
rpaHyJlaMy.

Karncyiiel conepxar keronpoden B Bujie rpany’i MOAM(HUIMPOBAHHOTO BEICBOOOXKIEHHMS.

4. KIMHUYECKHUE JAHHBIE
4.1 Iloka3zaHusi K NPUMEHEHHIO

Keronpoden  sBnsercs  HECTEPOMAHBIM  [POTHBOPEBMATHYECKUM  IIPENAPaTOM  C
NPOTHBOBOCHIAIUTEIBHEIM, aHAJBIETHYECKUM U  JKapONOHMWXKaromuM jeictBueM. OH
IPUMEHSETCS ISl CUMITOMATHYECKOIO JICYEHHUS! BOCHIAIUTENBbHBIX, JEr€HEPATHUBHBIX U
MeTabOoIMYECKHX PEBMAaTHYECKUX 3ab0eBaHuil U Ui obsierdeHus Gou py psjie GOJIEBBIX
CHHZIPOMOB.

[Tokazanus k npumenenuro Karcyi Keronan TYO

PesmaTnueckue 0oJie3Hu:

- PEBMAaTOM/HBIA apTPHT;

- AQHKWJIO3HPYIOIIUN CIIOHUIINT, IEWHBIA CITOHIUIHT;

- OCTEOApTpHUT;

- OCTpBIA CyCTaBHOM ¥ BHECYCTABHOM peBMaTH3M (TEHIHHUT, OYPCUT, KAIICYJIUT, CHHOBHT).

Boas:

- 00b B MOSCHMYHOM OT/IENE (PACTHKEHHUS/Pa3phIBbI MBILIL, JiFoMOaro, uimmac, Guopos);
- JIUCMEHOopes;

- 6011p mpu 3a60I€BaHUSIX ONMOPHO-ABUIATEILHOTO ANAPATA.

4.2  Pexxum 103upoBaHUs U C0CO0 MPUMEHEHUSs

Jlns mpuema BHYTPb.

Pexomennyemas nosa
O6brynoit no30i sBisercs 1 kancyna Keronan J[YO (150 mr keronpodena) ouH pa3 B I€Hb.
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COTJIACOBAHO

TekcT o01eii XapaKTepPUCTHUKH JIEKApPCTBEHHOTr'O Mpernapara

PECNIVBJIMKU BEJIAPYCI

1IFvH
LIk

KETOHAIJI IYO 150 mr kancynbsl ¢ MOAU(ULHMPOBAHHBIM ?E_I";BF%?%HMGM P wEPCTROM BIIPABOGKYAL

Ranar
yeJaap

HexenarenbHbie 3¢)(eKThl MOKHO CBECTH K MUHHUMYMY, €CJIM IPUHUMATH [IpernapaT B camoii
HU3KOHM 2(pexTHBHON H03€e B TeYeHHE MAKCUMAIbHO KOPOTKOTO BPEMEHH, HEOOXOIMMOro
JUIsL KyTIMPOBAHUSI CUMIITOMOB (CcM. pa3zaen 4.4).

MaxcumanbHast cyTo4Has 103a keronpodena cocrasiser 200 Mr.

Ilepen mawanom neuyenus B nose 150 mr B cytkm (1 xamcyna Keroman JIYO) cnemyer
TINATEJLHO B3BECHTh IIOJB3y JJs MAalMeHTa W BO3MOXKHBIE pHCKHA. J[03BI BBIIIE
MaKCHMaJIbHOM CyTOYHOM HE PEKOMEHIYIOTCS (CM. Takxke paszen 4.4).

Keronan IYO cnenyer nmpuHUMAaTh BO BpeMsl WM IOCIE elbl, 3amuBas He MeHee 100 mi
BOJIbI MJTH MOJIOKA.
Karncyiel Henb3st pa3rpbI3aTh WK Pa3)KeBbIBATD.

Iooicunvre nayuenmer u nayuenmsvl ¢ HapyuieHuem QyHKyuu novex

PexoMentyeTcss yMEHBIIMTh HAYaJbHYIO Z03y M Ha3HAYMTH IOIEPKUBAIONIYIO TEPANMIO C
NPUMEHEHHEM CaMO HU3KOH 3 dekTHBHOM 10351 [Ipu Xopolueil mepeHoCHMOCTH TIpenapara
MOXHO pacCMOTPETh KOPPEKIHUIO 1035l B HHAUBUIYAILHOM ITOPSIIKE.

Ilayuenmel ¢ napywenuem (ynxyuu nevenu
3a TakMMM MallMeHTaMH HEOOXOAMMO YCTAQHOBHMTH TIIATEIbHOE HabIIOJCHHE U NPUMEHSTH
npernapar B caMoi HU3KoH 3()(peKTHBHOM CyTOUHOI 103€.

Jlemu

Besonacnocts u 3¢ hexTHBHOCT prMeHeHus KeTonpodena y AeTeli He H3ydanach.
4.3  IIpornBomoka3sanus

[loBblIeHHass YyBCTBHTENBHOCTH K KETONPO(eHy HIM J060MY M3 BCIOMOIATEeIbHBIX

BEILECTB IIpenapara.

IIpenapat Takxe MIPOTHBOIOKA3AH:

- TpH HAIMYMK B aHaMHe3e OpOHXOcCma3Ma, IPHCTYNOB OpOHXHMAIBHOM acTMbl, PHHHTA,
KpallMBHULIBI WM JPYTHX peakUM# a/uIEprHYecKoro THIA IIOC]e IMPUMEHEHHS
KeTonpoeHa, — aNeTHICAIHIWIOBOM  KHUCIOTHI ~ WIM  JPYTHX  HECTEPOMIHBIX
IPOTHBOBOCTIAJIUTEIIPHBIX IIPENAPATOB; Y TaKMX MALMEHTOB ONUCAHBI TSDKEINBIE (B PEIKUX
Cly4Jasix JieTalbHble) aHadHIaKTHUeCKue peakuuu (cM. paszen 4.8);

- IIPH TSDKEJION CEpAeYHON HEIOCTAaTOYHOCTH;

- TIpH XPOHHMYECKOMN JAUCIIECNICHH B aHAMHE3E;

- IpH TENTHYECKOW s3B€ B OCTpod (ase, a TaKe IPH IKEIYJAOYHO-KHIIEIHOM
KPOBOTEYEHHMH, SI3B€ UM nepdopanuu B aHaMHE3E;

- IIp¥ FéMOpPparu4yecKkoM JHuaTese;

- IIPH TSHKEJIOM HapyIlIeHUH (YHKIIHU II0YEK;

- IPH TSHKEJIOM HapyIIeHUH (PYHKIIHHU II€UYEHHU;

- BIIOCJIEHEM TpUMeCTpe OepeMeHHOCTH (cM. pasjen 4.6);

4.4 Oco0bIe yka3aHHSI 1 MepPbI MPEI0CTOPOIKHOCTH

ApaBof
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HexenatenbHble 3 (eKkTsl MOXKHO CBECTH K MmglmyMy, €CIIM IPUHUMATH IIpenapaT B caMoi
HM3KOH 5 (QEeKTHBHON 103€ B TEUEHHE MAaKCHMAaJIbHO KOPOTKOIO BPEMEHH, HEOOXOAUMOTro

I KYIIHPOBAaHUA CUMIITOMOB.

Cnenyer wusberate omHoBpeMeHHOro mnpumeHeHus Keronama YO c¢ apyrumm HIIBII,
BKJIIOYAsl CEJIEKTUBHBIE HHIMOUTOPBI IUKIOOKCUTe€HA3bI-2.

MackupoBKka CHMIITOMOB OCHOBHOI'0 MH()eKIHOHHOT0 3200/1eBAHHUS

[Ipuem KkeTompodeHa MOXKET MACKHpPOBAaTh BaKHBIE CHMIITOMBI HHQMEKIMH, YTO MOXKET
NPUBECTU K YIJIMHCHUIO CPOKOB IIOCTAHOBKU IPAaBHIBHOIO JHArHO3a, OTCPOUCHHOMY Havalry
aJICKBATHOM Tepanuu M yXYIIIEHUIO HCX0/a HH(MEKIMOHHOrO 3aboJieBaHHs. YXy/ILIEHHE
Habmo1aoch Ha (oHe GakTepHaTbHO BHEOOILHUYHOM ITHEBMOHUM M MPH GAKTEPHATHLHOM
OCJIOXKHEHUM BETPSHOM ocmbl. B cioyuae HasHaueHust kerompodeHa mpu HHQEKIHOHHOM
3a00JIEBaHMH Ul CHIDKGHHS TEMIIEpaTypbl Tela WX OOJerdeHus OOJH, pPeKOMEHJIyeTcs
obecrieueHMe MOHHTOPHMHTA HH(EKIMOHHOro 3aGonesanus. Ha ambynmatopHoM stame, B
Clly4ae €CJIM CUMIITOMBI COXPAHSIOTCS MIIM yXY/LIAIOTCS, MAlUeHTy HeOOX0UMO 00paTHThLCS

K Bpauy.

KesryouHo-KHIIeYHbIE PeAKIIHH

Ocoby1o  0CTOPOXKHOCTH CleyeT CcOOMOAaTh NPH OJHOBPEMEHHOM HA3HAUECHHH C
npernapaTaMy, CIOCOOHBIMHM YBEIMYHBATh PUCK IOSIBJICHHS S3BbI MJIM KPOBOTEUEHMS,
HalnpHuMep, ¢ NepOpaIbHBIMH KOPTUKOCTEPOUIAMHU, aHTUKOATY ISIHTaMH (HArlp., BaphapuHom),
CEJICKTUBHBIMH HHIHOMTOpaMM OOpaTHOro 3axBaTa CEPOTOHHMHA WJIM aHTHATPEraHTaMH,
TaKUMH KaK alleTUIICATTMIIMIIOBAs KMCI0Ta MM HUKOpaHu (cM. paszaen 4.5).

JKesynouno-KumeyHoe KpOBOTEUYEHHE, si3Ba MM Nepopanus, KOTOPhlE MOTYT OKa3aThCs
cMepTenbHbIME, onucanbl 11 Beex HIIBIT u mMoryT pa3BuThest B XOj€ JiedeHHs B J1000€
BpeMs KaK NP HAJIMYHM, TaK M OTCYTCTBHU INPEALIECTBYIOIIUX CHMIITOMOB HIIM TSDKEJBIX
3a00JIeBaHU JKEITy JOYHO-KHIIIEYHOTO TPAKTa B aHAMHE3E.

Y NOXWIBIX JIO/IeH dYalle BO3HUKAIOT HelOsarompustHele peaxnuu Ha HIIBII, ocoGenno
JKEJTy I0YHO-KHIIIEYHOE KPOBOTEYEHHE M nepdopaliys, KOTOpble MOTYyT ObITh CMEPTENbHBIMU
(cM. paznen 4.2).

Ecmn y manuentoB Ha ¢one snevennst Keronasom J[VO BO3HHKAET KENyJI0YHO-KHIIEYHOE
KPOBOTEYCHHE HIIH 513Ba, JICYCHUE IIPETIAPATOM JIOJDKHO OBITh MPEKpaIeHo.

PHCK BO3HHMKHOBEHHS JKEJTyJOYHO-KHIICYHOTO KPOBOTEYEHHUS, A3B WM Tephopaiuu
yBenuuuBaeTcs mnpu noBelmeHud 103 HIIBII, y manueHTtoB ¢ s3BeHHON O0O0JE3HBIO B
aHamHe3e, 0COOEHHO OCIIOKHEHHOW KpoBOTedeHHeM i mepdopauueit (cm. pasgen 4.3), a
TalOKe y MOXHMIIBIX JIFOJEH. JIeueHne 3THX HMaUMEeHTOB CleQyeT HAauMHATh C CaMOil HH3KOi
HMMEIOIIEHCS 1035l.

JUtst 5THX ManMEHTOB, a TaKXKe ISl MAlMEHTOB, COBMECTHO NPUHHMAIOIIMX HU3KHE 03bl
ALETUJICATUIIAIOBOM KHMCIIOTBI MJIM JPYTUe Ipenaparthl, MOBBIIAIONINE PUCK IKEIYIOUHO-
KUIIEYHBIX OCJIOKHEHHMH, CIENyeT pacCMOTpPEeTh Ha3HAueHWe KOMOMHHMPOBAHHOM Tepamuu
3alIMTHBIMHM JICKAPCTBEHHBIMH CPEJICTBAMHU (HAmIp., MHU30IPOCTOJIOM HIIH OJOKATOpaMH
IPOTOHHOM IIOMIIBI) (CM. HHXE U pazen 4.5).
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[TauueHTBl ¢ MPOSIBICHUSIMH menynquo-Knmequﬁ TOKCHYHOCTH B aHamMHe3e, 0COOEHHO
[IOXKWIBIE JIFOJH, JOJKHBI COOOIATh O JTIOOBIX HEOOBMUHBIX a0IOMHHAIBHBIX CHMIITOMAX
(0cO6EHHO 0 JKEITyJOYHO-KUIIEUHOM KPOBOTEUEHHH ), OCOOEHHO B HayaJle JIeYEHH.

CornacHO SNMUIEMHOJIOTHYECKHM JIaHHBIM, KETOMPO(EH MOXET OBITh CBA3aH C BHICOKHM
PUCKOM TSDKEJION JKEJTyJIOYHO-KHIIEYHOH TOKCHYHOCTH, YTO XapaKTepHO IUIsi HEKOTOPBIX
apyrux HIIBII, ocobenno mpu nmpueme BBICOKHX /103 (cM. Takoke pasjenst 4.2 u 4.3).

HIIBII cnegyer ¢ oCTOPOXXHOCTBIO Ha3HayaTh MALHEHTAM ¢ 3a00NEBAHMAMH IKEITYJOYHO-
KHMIIECYHOTO TPaKTa B aHAMHE3€ (A3BEHHBIN KOIUT, O01e3Hb KpoHa), IOCKOJIBKY Y HUX MOTYT
BO3HUKHYTh 000CTpeHHUs JaHHBIX 3a0o0JeBanuii (cM. pasuen 4.8).

Cepaeuno-cocyucreie H 1epeGpoOBACKY ISAPHbIE PeaAKIIHH

Kinnuveckue HccneoBaHHS ©  SIMAEMHONOTMYECKHME JAHHBIE JAIOT  OCHOBAHHE
npeanonaraTh, 4TO HCIOJIb30BaHHE HEKOTOphIX HecenaekTuBHbIX HIIBIT (ocobGenno B
BBICOKHX [103aX M TIpU JUIMTEJIBHOM JICUEHHH) MOXET OBITh CBSI3aHO C HEOOJBLINM
TIOBBIIEHUEM pPUCKAa apTepHaNbHOro Tpombo3a (Hampumep, HH(pApPKTa MHOKapaa WM
MHCYNbTa). [l MCKMIOYEHHMS TaKOro pHUCKAa B OTHOIIEHMH KeTonpodeHa IaHHBIX
HEJ0CTaTOYHO.

Y NauMeHTOB ¢ HEKOHTPOIHPYEMOW apTephallbHOM TI'MmepTeH3Mel, 3acTOHHOM CepHAeYHOMN
HEJI0CTaTOYHOCTBIO, ~ YCTAHOBJICHHBIM  JMar€o30M HIIEMHYECKOH Oosie3sHH  cepaua,
3a00eBaHUEM TIEpU(EPHUECKUX apTepuil W/WIM 1epeGpOBacKy IAPHBIM 3a00JIeBaHHEM
Je4yeHne Ketonpodpenom, kak u modbmv apyruM HIIBI, 10KHO IPOBOAUTECS TOIBKO MOCIE
TIIATEIBHOM OLCHKHU MOJIb3bl M pucKa. [1o106HBIM 06pa3oM HEOOXOAMMO MOCTYATh ¥ TIEpPE]
Ha3HAYEHHEM JTMTEIBHOrO JICYCHUS MalMeHTaM ¢ (JaKTopaMH PUCKA CEePIEeYHO-COCYAUCTBIX
3aboneBanuit (Hanp., apTepHanbHas THIEPTEH3Hs, THIEPIMNMIEMHs, CaXapHbIi auaber,
KypEHHUE).

Coobmanoch 0 TMOBBIIEHHOM PHCKE pasBUTHA TpOoMGO30B apTepuil y MNAIMEHTOB,
nomy4aBmux HeacnupuHoBele HIIBII 1 kynmupoBaHuWs mepuoneparMoHHOR 6onM mpw
BBINOJIHEHUH OTICPAIlMK a0PTOKOPOHAPHOTro 1yHTHpoBanus (AKII).

[laupentamM ¢ HanMuueM B aHAMHe3e ApTEPHANBHON THIEPTEH3MM W/HIH 3acTOMHOlM
CepIeYHOH HEJOCTATOYHOCTH JIETKOM M CpeJHeH CTENeHH THKECTH TpebyloTcs
COOTBETCTBYIOIIEE HAOMIONEHHE M KOHCYJIBTAlWUsl, MOCKOJIbKY mnpu npumenenun HIIBII
CO00IIAIOCh O 3aePIKKE KUAKOCTH ¥ OTEKAX.

Kosxnble peakuuu

Kpaiine pezko onuceiBaiotest cBsizanusle ¢ npumenenueM HITBIT Tskesble KOKHBIE peaKIiu
(HEKOTOpbIE M3 HUX CO CMEPTENBHBIM HCXOJOM), TAKHE KaK SKC(hOIMATHBHBIA JEPMATHUT,
cunpom CruBenca-/DKOHCOHA M TOKCHYECKHH SIHAEPMAbHBINA HeKpoam3 (cM. paszen 4.8).
HauGonbmmii puck pasBuTHS 5THX peakuuii MMeeTCs B Hayale Kypca JICUCHHS, B
OOJNBIIMHCTBE CITyyaeB peaKiMH BO3HHKAIOT B MEPBBIA Mecsn jedenus. Keroman JIYO
JOJDKEH OBITh OTMEHEH IPH MEPBOM IOSBICHUM KOKHOM CBINH, MOPAKEHUI HA CITH3MCTHIX
000J1049KaxX WX APYTHX MPHU3HAKAX [MIIEPYyBCTBUTEIBHOCTH.

PecimpaTopHbie HapymeHust
[TanmenTsl, cTpagarone OpPOHXHAIBHONW ACTMOM B COYETAHMH C XPOHMYECKUM PHHHTOM,
XPOHUYECKUM CHHYCHUTOM H/WJIH IOJMIIO30M HOCA, MMEIOT GOJIBIIYIO BEPOSTHOCTD MOSIBIICHHUS
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QUIEPrUYECKUX PEeaKInii Moclie mprueMa aneTUICATUIIOBOM KUCIOTHI M/HIM HECTEPOHIHBIX
IPOTHBOBOCIIAUTEIBHBIX IPErapaToB, YeM OCTalbHble manueHThl. Hasnauenue npemapara
MOJKET BBI3BAThH IPUCTYI OPOHXHAIBHOM acCTMBI WK OpoHXOCHa3M, 0COOEHHO y MalMEHTOB C
ajuteprueit Ha anetuncamuiioByo kucnoty win HIIBIT (em. paznen 4.3).

I'nnepkanuemus

IIpn mpueme kerompodeHa MOXXET BO3HHKATh I'MIEPKAIMEMHUS, OCOOEHHO y IMallMEHTOB C
11abeToM, MOYeYHOH HEeJOCTaTOYHOCTBIO M/MIIM COIyTCTBYIOIIMM JI€YEHHEM IIperaparamu,
CTUMYJIMPYIOIIUMH runepkanueMuto (cMm. paszgen 4.5). Ilpu monoOHBIX 00CTOSATENBCTBAX
HEO0OX0MMO KOHTPOJIMPOBATh YPOBEHB KAJIUS B IIa3Me€.

DOyHKUHSA IOYeK

VY nanueHToB ¢ CepAEYHON HEAOCTATOYHOCTHIO, IIUPPO30M M HEPPOTUUECKUM CHHIPOMOM, a
TaKXXe y NAIMEHTOB, IPUHUMAIOMUX JUYPETUKH, U y MALUEHTOB C XPOHMUYECKOH MOYEUHOMH
HEJI0OCTATOYHOCTBIO, OCOOEHHO TMOXWIIBIX, B Hayaje JIEYEHHS CIeIyeT TIIATEeIbHO
KOHTPOJIMPOBATh (DYHKIMOHAJIBHOE COCTOSIHHE IMOYeK. Y TaKMX MalMEeHTOB Ha3HA4YEeHHE
KeTonpo()eHa MOXKET BbI3BATh CHU)KEHHE IIOYEYHOIO KPOBOTOKA BCIEACTBHE YTHETEHHS
CHHTE3a IPOCTArJIaHAMHOB M IPUBECTH K JEKOMITEHCAIMH (YHKIHH ITOYEK.

DOyHKIMSA eYeHn

VY NalMeHTOB C OTKJIOHSIOIIMMHUCS OT HOPMBI II0KAa3aTesIMH TECTOB (DYHKIMOHAILHOIO
COCTOSIHMsI TI€YEHH MM C 3a00JeBaHHEM II€YEHW B aHaMHe3e CIeyeT MePUOTUUYECKH
KOHTPOJIMPOBATh YPOBEHb TPAaHCAMHUHA3 KPOBH, OCOOEHHO BO BpeMs IPOJODKUTEIBHOM
TEeparnuu.

B cBs13u ¢ mpueMoM ketonpodeHa OMUCaHBI peJIKUE CITydYan JKEJITYXH U IelaTuTa.

JApyrue s¢pdexTni
Kak u Bce HecTepouIHBIE IMPOTHBOBOCHIAIMTENbHbIE Ipernaparhl, KeTonpodeHn Oiaromapst

CBOEMY IIPOTHBOBOCIIAIUTEILHOMY, 00€300IMBaIOIIEMY HIIH JKapOIOHUIKAIOIIEMY JCHCTBHIO
MOXXET MACKHUpPOBaThb IPU3HAKU pPa3BUTHS MHQEKIMOHHBIX 3a00JIeBaHUi, TakHe Kak
IOBBIIIEHHAs! TEMIIepaTypa Tela.

Y xenmuH HecenekTuBHble HIIBII MoryTr cHmwkate ¢epTuinbHOCTh. Ilo3TOMY HX He
PEKOMEHJYEeTCS TMPHUMEHATh OJKCHINMHAM, MBITAIONIMMCS 3abepeMeHeTh. Y  I)KEHIIMH,
HCIBITHIBAIOIINX TPYAHOCTH C HACTyIUIEHMEM OepeMEHHOCTH MM OOCIeIYIOUMXCS 10
TIIOBOY O€CIUIOANs, CIIeyeT paCCMOTPETh OTMEHY KEeTONpodeHa.

Jleyenue cnexyer OTMEHUTH IPH MOSBICHUH HAPYIIEHHH 3PEHHUS, TAKUX KAK HEYETKOCTh
3pEHUs.

Kancynsr Keronan IYO coupepixar nakro3y B Konudectse 20 mr/kancysna. [Tosromy JaHHBIH
Ipenapar He CIeIyeT IPUHMMATh IIAlUEHTaM C HAaCJIEACTBEHHON HENepeHOCHMOCTHIO
TrajlaKTo3bl, I€YUIMTOM JaKTa3bl MM HAPYIICHHEM BCACHIBAHHS TIFOKO3bI MIIM TAJaKTO3bI.

4.5 B3ammopeiictBHe ¢ [JPYrHMH JIEKADCTBEHHBIMH NpENapaTaMd ¥ Jpyrue
¢ opMbI B3aumoeiicTBUs

Hepexomenyemeie KOM6I/IHaIII/IPI npenaparoB
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Hpyrue HIIBII (Bxiro4asi ceeKTUBHBIE HHIHOUTOPH! IIUKIOOKCUTI€HA3bl-2) U CAJMIMIATEI B
BBICOKHX J103aX: MOBBIIICHHBIA PUCK PAa3BUTHS 3B U KPOBOTEUEHUH B JKEJLYJOYHO-KUIIEYHOM

TpaKTe. COT'IACOBAHO

| MUHUCTEPCT]

IPABOOXPAH

U BEJIAP

DA
PE( I

AnmuxoazynsiHmol: TOBBIIIEHHBIA PUCK KPOBOTEYEHHUS | Mpukas Musue

- TeTIapuH

- anTaronuctsl Butamuna K (Hamp., Bapdapun)

- HHTMOMTOPBI arperaiyy TpoMOOIUTOB (HAIp., THKJIONUANH, KIOHIOTPEIb)

- IHrUOUTOPHI TpOMOUHA (Hamp., Taburarpan)

- IpsAMble UHTUOUTOPHI (hakTopa Xa (Hamp., anukcabaH, puBapokcadaH, s10KcadbaH)

Ecim coBmecTHOEe mpHMeHeHHE KeTonpodeHa ¢ aHTHKOAryJIIHTOM Heu30exXHO, TpebyeTcs
IPUCTATBHOE METUIIMHCKOE HAOIIOICHHE 32 ITAlHEHTOM.

Jlumuii: PUCK TIOBBINIEHMSI YPOBHS JIMTHS B IUIa3Me, KOTOPHIA MHOT/IA MOXET JOCTHIATh
TOKCHYECKUX 3HAUEHMH HM3-3a CHMIKEHHsI BBIBEJCHUS JUTUS Noukamu. [Ipu HEoOXomumocTH
ClIelyeT TINATEIbHO KOHTPOJIMPOBATh KOHLUEHTPALMUIO JHUTUS B IJIa3M€ U KOPPEKTUPOBATh
no3y sutus Bo BpeMs sedenust HIIBIT u nocne nero.

Memompexcam 6 Oosax, npesvimarowux 15 Mme/medens: TOBBINEHHBIA  PHCK
reMaTOTOKCHYHOCTH METOTpEeKcaTa, OCOOEHHO €CIM OH HCIIOJIb30BAJICS B BBICOKHMX J103aX
(>15 mr/Henens), 4To BEPOSATHO OOYCIOBJIEHO BBITECHEHHEM METOTpEKCAaTa M3 CBSA3H C
OenKaMH ¥ CHH)KEHHEM €ro IOYeYHOT0 KIIMpEHca.

Kombunanuu, Tpedyiomue 0cTOpoKHOCTH

JlexapcTBeHHBIE TIpenaparsl, KOTOpPble MOTYT CIOCOOCTBOBATH IMIIEPKAIMEMHH (HAIIPUMED,
COJIM KaJtusl, KaluicOeperaromme JuypeTHKH, HHrHOUTOpbl AITID 1 aHTAarOHUCTHI PELENTOPOB
anrnorensuna II, HIIBC, remapunpl (HM3KOMOJEKYJISIpHBIE MM He()paKIMOHUPOBAHHBIE),
LUKJIOCIIOPHH, TAKPOIUMYC U TPHMETOIIPHUM )

PuCK runmepkaiueMHH MOXKET BO3pacTaTh B ClIydyae, KOIrJa YIIOMSHYTBIE BBILIE MPENapaThl
BBOJIATCS OJJHOBPEMEHHO.

Huypemuxy: 'y TanWeHTOB, NPHHUMAIOIIMX JUYPETHKH, OCOOEHHO Yy MAIMEHTOB C
ACTU/IpaTallie, MMEETCS IOBBIIIEHHBIH PUCK IIOYEYHOH HEJOCTATOYHOCTH B CBA3H CO
CHHIKCHUEM MOYEYHOI'0 KPOBOTOKA BCIIEACTBUE YTHETEHHUSI CHHTE3a MTPOCTArIaHInHOB. TaKkum
MalMeHTaM HEeOOXOAMMO aJeKBaTHO BOCIOJHHTH JE(YULIAT IKMAKOCTH JO Hayaia
COBMECTHOIO MPUMEHEHHMs TaKHMX IIPenapaToB, a B Hayaje JIEYeHHS KOHTPOJUPOBATH
Gynxuuio nouek (cM. pasuen 4.4).

Hneubumoper  aneuomensun-npespawjaiouje2o  epmenma  (AIIP) u  anmazonucmol
peyenmopoe aneuomensuna II: y TanMeHTOB C HapyIeHHWeM (yHKIMH ITo4Yek (Hamp., y
NAlMEHTOB C JETU/IpaTalluel MM MOXMJIBIX JIIOAEH) COBMECTHOE MPUMEHEHHE MHIHMOUTOpa
All® wumM aHTaroHHCTa pELENTOpPOB aHrMoTeH3WHa Il W mpemapaToB, YTrHETAIOMIMX
IMKJIOOKCUI'CHA3y, MOXKET BBI3BATh JONOIHUTEIbHOE yXyIIIeHHE (YHKIMH MMOYEK, BKIIOYAs
BO3MOXKHYIO OCTPYIO IIOYEYHYIO HEIOCTATOYHOCTb.

Memompexcam 6 0ozax Hudice 15 me/nedens: B nepBbIE HENETH KOMOMHUPOBAHHOTO JICUEHHS
HEeO0OX0IMMO pa3 B HEJIEIO KOHTPOJIMPOBATH Pa3BEPHYTYIO KapTHHY KpoBH. [Ipu KakoM-11u60
HapyHICHUH (byHKI.IPII/I IIOYCK U Y IMOXKUJIBIX MAIIUEHTOB KOHTPOJIb JOJKEH IIPOBOAUTLCS Yallle.

IIenmokcugunnun: yBenauuBaeT puUcK pa3BUTHs KpoBoTedeHuit. HeoGxomum Gosiee yacThlid
KJIMHMYECKHH MOHUTOPUHT B 60Jiee YacTblii KOHTPOJIb BPEMEHU KPOBOTEUEHHSL.
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KETOHAJI IYO 150 mr kancysnsl ¢ MOAU(HLIMPOBAHHBIM pm6@%-mena,w i g bOTR

Tekct obLieii XapaKTepUCTUKH JIEKapCTBEHHOT'O Npernapara BCHYBIMKH BEJ

- a - F,T

8551 -2017
Tenoghosup: coBMecTHOE pUMeHeHHe TeHodoBHupa auzonpoxcua ¢ymapara u HIIBIT moxer
YBEJIMYUTH PUCK ITOYEYHOM HETOCTATOYHOCTH.

Huxopanoun; coBmecTHOe mnpuMeHeHue Hukopauauwia u HIIBIT MoXeT yBeIMYHTH pPHUCK
Pa3sBUTHs CEPbE3HBIX OCJIOKHEHUH, Hampumep, 3B, nepdopaunuii WM KPOBOTECYECHUH B
KEJIy J0YHO-KHIIEYHOM TpakTe (cM. pasaen 4.4).

Cepoeunvie  enuko3udvl:  MeXmy  KeTompoeHOM W JUTOKCHHOM  HE  OBLIO
IIPOJIEMOHCTPUPOBAHO (HapMAKOKHHETHIECKOTO B3auMozeicTBust. OHAKO IPH COBMECTHOM
IPUMEHEHUHM TIPENapaToB PEKOMEHIyeTCs COOII0aTh OCTOPOXKHOCTH, 0COOEHHO y MAIHEHTOB
C IOYEYHOH HenocTaTouyHocThio, motoMy 4ro HIIBIT mMoryr cHmxath (DyHKIHIO IOYEK M
YMEHBIIATH [I0YEYHbIA KIHPEHC CePICUHBIX ITIMKO3H/I0B.

Kopmukxocmepouowi: TIOBBIIEHHBIA PHCK PA3BUTHUS S3B MM KPOBOTEUEHHH B IKEIYIOYHO-
KHIIEYHOM TpakTe (cM. paznen 4.4).

Kom6uHanuu, KoTopble HeOOX0UMO YYHTHIBAT

Anmueunepmensusnole npenapamet (6ema-610xkamopol, unzubumopu AIID, ouypemuxu):
Keronpoen cHmkaer feficTBHE  aHTUIHNEPTEH3WBHBIX  NPENapaToB  (YTHETEHHE
Ba30/{MJIaTATOPHBIX IPOCTArIAHIMHOB).

Tpombonumuxu: TTOBBIIEHHBIA PUCK KPOBOTEYEHHIA.

Cenexmusnvle unzubumopvr o6pammozo 3axeama cepomonuna (CHO3C): NOBBIIECHHBIH
PUCK pasBHUTHsI XKEJy JOYHO-KUIIEYHOTO KpOBOTeUeHHUs (CM. paszen 4.4).

Ilpobeneyud: coBMECTHOE NpPUMEHEHHE NPOOEHENHIA MOKET 3HAUMTENHLHO YMEHBIIHThH
IUIA3MEHHBIN KIIMPEHC KeTonpodeHa.

Komb6unarmu, nHGOpMALHIO 0 KOTOPBIX TaKXKe HEOOXOIMMO IIPHHSTE K CBECHUIO
Huxnocnopun, makponumyc: PUCK Pa3BUTUs AUIMTUBHOTO 3(dexTa He(poTOKCHYHOCTH,
0COOEHHO Yy MOKUJIBIX ITAI[HEHTOB.

4.6 bepemenHOCTb H KOpMIIEHHE IPYABIO

BepemennocTn

YTHeTeHHEe CHHTE3a IPOCTANIAHJMHOB MOXET OKa3blBaTh HEraTHBHOE BIMSHHE Ha
OepeMeHHOCTh u/MiH pa3BUTHE IMOpUOHa/mIoAa. COraacHo SMHAEMHOTIOrHYECKHM AaHHBIM
NPUMEHEHHE MHIMOMTOPOB CHMHTE3a IMPOCTAIIAHAWHOB HA PAHHUX CPOKaxX OepeMEeHHOCTH
CBA3aHO C IOBBIIICHHBIM PHUCKOM BBIKHJBIIIA, Pa3BUTHs MOPOKOB CEp/Illa U racTPOLIU3MCA.
AOCOMIOTHBIH PHCK pa3BHTUSI BPOXACHHBIX IIOPOKOB CEPAEYHO-COCYIUCTOH CHCTEMBI
nospimancs ot Menee 1% po npumepHo 1,5%. Ilomaraior, 4To pHCK BO3pacTaeT MpH
YBEIIMYEHUH 03Bl M MPOJOJDKHTENLHOCTH JiedeHHs. Hasnauenwe wuHrmbuTopa CHHTE3a
NPOCTArJIaH/IMHOB Yy XMBOTHBIX IIPUBOAWIO K YBETHMYEHHIO YMCIIa BBIKMJBIIIEH 110 U IIOCIIE
MMIITAaHTAllMA, ¥ K MOBBIIIEHUIO 3MOpHO-(peranbHOi cmepTtHOcTH. Kpome Toro, ommcana
MOBBINICHHAS YaCTOTa PAa3IMYHBIX BPOXKICHHBIX AaHOMAJIHH, BKJIIOYAsl CEPAEYHO-COCYAUCTHIE,
TpU Ha3HAYCHUH MHTMOUTOPA CHHTE3a IIPOCTArIaHIMHOB KUBOTHBIM B IIEPHOJI OPraHOTeHe3a.
B nepBbiii ¥ BTOpOH TpUMeCTphl GepeMEHHOCTH He CliefyeT Ha3HauaTh KeTompoden 6e3
KpaiiHeil HeoOXxoxuMocTu. Ecmm xerompodeH mpuMeHsIeTCS JKEHIMHOM, MNbITaromeics
3a0€peMEHETh MIIM HaXOMSIIEHCs Ha MePBOM MM BTOPOM TPUMECTpax GEpeMEHHOCTH, /1032
IOJDKHA OBITh KaK MOXXHO HUJKE, a JUTMTEIIBHOCTD JICYSHHS] — KaK MOXKHO KOpOYe.

B Tpethem TpumecTpe OepeMEHHOCTH BCe MHTMOMUTOPHI CHHTE3a IIPOCTArjaHJ¥Ha MOTYT
OKa3pIBaTh CJIEYIONIEE BIMSIHUE HA IO
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- KapIuoIlyJbMOHAJIbHAs TOKCHYHOCTH (C npemﬁeBpEMeHHLm 23a%allleZI/IeM Boramnosa
IIPOTOKA M Pa3BUTHEM JIETOYHOU THIIEPTEH3HH);

- HapymeHHe (QYHKIMM IIOYeK, BIUIOTH IO pa3BUTHS [OYEYHOM HEJIOCTATOYHOCTH C
OJIUTOTHJIPOAMHHUOHOM;

B xonue 6epeMeHHOCTH MHTHOUTOPHI CHHTE3a MPOCTArTIAHANHA MOTYT CIIEAYIOMUM 00pa3om
TMOBJIUSTH HA MAaTh U HOBOPOJKICHHOTO:

- BEPOSATHOCTh Y/JJIMHEHHs BPEMEHH KPOBOTEUEHUS — AHTHATPETAHTHOE IEHCTBHE, KOTOPOE
MOJKET OTMEYAThCS JJaXKe IIPH NIPHMEHEHUH OYCHb HM3KHX JI03 Iperapara;

- YTHETEHHE COKPATHTEIbHOM IEATEIBbHOCTH MATKH, IIPUBOJIIEE K 3aIePiKKe HACTYILICHHS
POJIOB U X YJTUHEHHIO.

CrenoBarenbHo, mnpuMeHeHHE KeTonmpopeHa B TPEThEM TPUMECTPE OepeMEHHOCTH
IPOTHBOIIOKA3aHO.

Kopmaenue rpyasio
JlaHHBIE O NPOHMKHOBEHHH KeTompodeHa B MOJOKO y 4YeloBeKa OTCYTCTBYIOT. He
PEKOMEH/TyeTCsl Ha3HAYaTh KETONPO(GEeH KOPMSIIAM MaTePsIM.

4.7  Bamsnue Ha cIOCOGHOCTH YNPABJIATH TPAHCIIOPTHBLIMH CPEICTBAMH H PaGoTaTh
¢ MeXaHH3MaMH

[TartmenToB HCO6XOIII/IMO npeaynpeauTb O TOM, 4YTO JaHHBIN npernapaTr MOXET BBI3bIBATH
COHJIMBOCTB, TIOJIOBOKPYXXCHHME HMJIH CYyIOpPOr'M M IIOCOBETOBAaTH MM HE YHpaBJIATh
TPaHCIIOPTHBIMUA CpPEACTBAMH U HE pa6OTaTb C MCXaHU3MaMH IIpHA IMOSBJICHHUH JJAaHHBIX
CHUMIITOMOB.

4.8 HexenareabHble peakuuu
Knaccuduxanus 0xumaeMpIX 4acTOT BCTPEYaEMOCTH HEKENATETbHBIX PEaKIIHIi:

ouenv yacmeie (> 1/10);

wacmole (> 1/100, <1/10);

Heuacmute (> 1/1000, <1/100);

peoxue (= 1/10 000, <1/1000);

ouenv peoxue (< 1/10 000),

4acmoma He yCmanoenena (ne mooicem Oblmes YCMAaHo6IeHA RO UMEIOWUMCS. OAHHBIM).

HpI/I IIPUMECHEHHUH KCTOI'IpO(bCHa Y B3pPOCIBIX IIAIITUECHTOB coobmianmu o CIIEAYIOIIHX
HEXKCIIAaTCIIbHBIX PCaKIUIX.

Hapymenus co CTOPOHEBI KPOBU U JII/IM(b&TH“ICCKOﬁ CHUCTEMBI

- Penxue: IIOCTréMOpparuvyecKass aHeMus,

- YacTora He YCTaHOBJICHA: arpaHyJOILIUTO3, TpOMGOIlI/ITOHeHPIH, HEAOCTATOYHOCTh KOCTHOI'O
MO3ra, FreMOJIUTUYECKAs] aHEMHSI, JTJCHKOIIEHHUS.

Hapy1ienus co CTOpOHbI IMMYHHOM CHCTEMBI
- Hactota He ycTaHOB/IeHA: aHADHIAKTHYECKHE PEAKIIMH (BKIIFOYAS IIIOK).

Hapyimenus co cTopoHbl 0OMeHa BEIECTB U TUTAHUS
- HacToTa He yCTaHOBIEHA: THIIOHATPHEMHS], TUIIEPKaIeMus (cM. paszaen 4.4).

Hapymenus ncuxmku
- acToTa He yCTaHOBJICHA: CITyTAHHOCTH CO3HAHMS, H3MEHYUBOCTH HACTPOEHHS.
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Tekcr oO1el XxapaKTePHUCTHKH JIEKAPCTBEHHOIO Mpernapara e
Ik Xaparrep 2 pensp 8551 -2017

HapyieHust co cTOpoHbI HEPBHOM CUCTEMBI | PECIIYEJIAKIY BEJAPY
- HeuacTele: rosioBHast 6016, TOJIOBOKPYIKEHUE, COHIMBOCTD; lpuxas Musacrep
- Penkue: mapecresus;

- YacToTra He yCTaHOBIIEHA: aCENTUYECKUI MEHHHTUT, CyIOPOTH, JUCTE€B3HUSs, BEPTHUTO.

Hapy1eHus co CTOpOHBI OpraHa 3peHus
- Penkue: HeuetkocTs 3peHus (cMm. paszen 4.4).

HapymeHus co CTOpOHBI OpraHa ciyXa u Ja0MpHUHTHBIE HADYIIEHHS
- Penxue: 3B0H B ymax.

Hapymenus co CTOPOHBI cepana
- YacroTa He YCTaHOBJIEHA: CE€pACYHast HEIOCTAaTOYHOCTD.

Hapy1enust co cTOpoHbI cOCy10B
- Yacrora He ycTaHOBIIEHA: apTepHalbHasl THIIEPTEH3HSl, Ba30JUIATALMS, BACKYJIUT (BKIIIOYAs
JIEHKOIMTOKIIACTUYECKUI BaCKYIIUT).

Hapy1menus co CTOpPOHBI JIbIXaTeNbHOM CHCTEMBL, OPraHOB IPYIHON KIETKH U CPEIOCTEHHUS
- Penxne: OponxuanbHas actma;

- HacTora He ycTaHOBIIeHA: GpoHXOCHa3M (0COOEHHO y AIMEHTOB ¢ H3BECTHOIM
TUIIEPYyBCTBUTEILHOCTBIO K alleTUIICATMIIMIIOBOM KucioTe u apyrum HIIBIT), punwur.

HapyImeHus co cTOpOHbI XKey109H0-KHIIEYHOIO TPAKTA

- HacTele: quCnencus, TOUHOTa, 60Jb B )KUBOTE, PBOTA;

- Heuacrrie: 3anop, auapes, MeTeopu3M, racTpyT;

- Penkue: cromaTuT, nmentuyeckas sA38a;

- HacroTa He ycraHoBleHa: 060CTpEHHE S3BEHHOrO Koiuta W Gosesnu KpoHa, ey 04Ho-
KHIIEYHBIE KPOBOTEUEHH U IIep(opanus, TaHKPEaTUT.

HapyiieHus co CTOPOHBI IEYEHH ¥ HKETYEBBIBOISAIINX Ty TEH
- Pexxue: renatut, noBBIIEHHE yPOBHS TPAaHCAMUHA3, TOBBIIEHHE YPOBHS CHIBOPOTOUHOTO
OunupyOuHa BCIIeICTBHE TeNaTUTA.

Hapy1eHus co cTOpOHbI KOXKH U MOJIKOKHBIX TKAHEH

- Heuacrtele: cbimb, 3y1;

- Yacrora He ycTaHOBNEHA: peakuus (OTOCEHCHMOWIM3ANMM, ANONeNys, KpaIMBHHIA,
AHTMOHEBPOTHYECKHIA OTeK, OyIIe3Hble peakiuy, BKIovas cuuapom CrueeHca-J[)KOHCOHA U
TOKCHYECKUI SMHUIEPMAIbHBIA HEKPOJU3, OCTPBI TeHepaJM30BaHHBIA 3K3aHTEMATO3HBII
IycTyJIes.

HapyImenust co CTOpOHBI OYEK ¥ MOYEBHIBOJISIIIUX YT

- HacToTa He yCTaHOBJIEHA: OCTpas IIOYEYHasi HeJOCTATOYHOCTD, TyOyIOMHTEPCTHIIMAIBHBIN
HeQpUT, HEQPUTHYECKUH CHHIPOM, OTKJIOHEHHS IIOKA3aTeNell TECTOB (YHKIHOHAIHHOTO
COCTOSTHHUS MTOYEK.

OO01mue paccTpoicTBA M HAPYIIEHHS B MECTE BBEJICHHS
- Heuactrie: orex
- acToTa He yCTaHOBJIEHA: YTOMIIIEMOCTD.
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Texet obuei XapaKTepHCTHKH JIEKAPCTBEHHOrO Tpernapara ORE 4 27N
OJ 91 Z U

JlabopaTopHble ¥ HHCTPYMEHTAILHEIE JIAHHBIE : :
- Penkue: moBeIeHne Maccel Tea. ' " PecnySauxs Besapyos

Ha ocHOBaHMM NPOBEICHHBIX KIMHUYECKHX MCCIEIOBAHUM M SIHAEMHUOIOIMYECKUX JaHHBIX
cunrtatoT, 4yro npuMeHenue pspa HIIBII (ocoGeHHO B BBICOKMX J103aX M B TEYEHHE
AJUTEIIBHOTO BPEMEHH) MOXKET OBITh CBS3aHO C IOBBIICHHBIM PHCKOM apTEPUATBLHOIO
TpomOb03a (HanpuMep, HHPAPKT MHOKAp/a MK HHCYIIBT) (cM. pasnen 4.4).

Coob1ieHne 0 M0103peBaEMBIX HEKEIATENbHBIX PEAKITHIX

BaxHo coolmare o mom03peBacMBIX HEKENaTelIbHbIX pPEaKIUAX IOCIHe pPerucTpalii
JIEKapCTBEHHOTO Ipernapara ¢ Lebl0 00eCeueHns Al HEero HElpepbBHOIO MOHMTOPHHIA
COOTHOMLICHHS «I0JIb3a/prcK». CrenuaniucTaM 31paBoOXpaHEeH s IPeIaraeTcsi cooomarh o
JIOOBIX T0/I03PEBAEMBIX MTOGOYHBIX PEAKLUSX Yepe3 HALMOHAIBHYIO CHCTEMY COOOIICHHS O
HEXeJIaTeNIbHBIX PeaKIHsX.

Ianuenty, ecii y Hero BO3HMKAIOT Kakue-THOO HeXelaTebHbIE PEaKIHH, PeKOMEHLYeTCs
IIPOKOHCYJIPTHPOBATECS € BpayoM. JlaHHas peKOMEHAALMs paclpoCTpaHsercs Ha JIoOble
BO3MOXKHBIC HEXKEIIATE/IbHBIE PEAKIMH, B TOM YHCIIE Ha HE IEPEYNCIIEHHBIE B MHCTPYKIIMH 110
npuMeHeHHIo npenapara. Coolmas o HeXeIaTeNbHbIX PeaKiusX, Bbl IOMOTraeTe MOJNyuHTh
OonbIe cBeneHnit 0 6e30nacHOCTH Mpenapara.

4.9  IlepenosupoBka

Omnmcansl cilyqan nepeo3upoBKH KetonpodeHa B 103€ 10 2,5 . B GonbIMHCTBE Ciyuacs
HAOJIIO/BIIMECS CHMITOMBI MMM JIETKYIO CTENEHb TSKECTH M OrPAHHYMBAIIACH
3aTOPMOXKEHHOCTBIO, COHJIMBOCTBIO, TOIIHOTOM, PBOTOH M GOJIBIO B SIIMIaCTPHUH.
CrenuanbHOro aHTHIOTAa TIPH  NEPENO3HPOBKE KeTompodeHa He cymecTByer. [lpu
[IOJI03PEHHH Ha 3HAYUTCIBHYIO INEPEN03UPOBKY PEKOMEHJIYETCsl IPOMBIBAHHME IKEIYAKA H
NPOBE/ICHUE CHMIITOMATHYECKOM M IOJAEP)KUBAIOIIEH Tepanud C LEJbI0 JIMKBUIALMU
Aerujparanuy. Takke HyXHO KOHTPOIMPOBATh IMype3 M KOPPEKTHPOBATh anmuo3 (Ipu
Pa3BUTHH TaKOBOTO).

[Ipn pasBuTHE MOYEUHON HENOCTATOYHOCTH JUISl yHANEHHS HUPKYJIHMPYIOUIEr0o B KPOBH
JIEKapCTBEHHOTO IPeNapaTa MOXeT OBITh HCIIOJIB30BaH M'eMOIUAIIN3.

S, D®APMAKOJIOTUYECKHUE CBOMCTBA
- | dapMakoIHHAMHYECKHE CBOIICTBA

@®apmakoTepaneBTHYECKAs [PYIINa
Hecrepounssie  mpoTmBoBoCHANMTENBHBIE M NPOTMBOPEBMATHYECKHE  CPEACTBA.
[IpousBoaHbIe mponnonoBoii kucnotsl. Kox ATX: MO1AEO3.

Kerornpogen oxaspiBaer npotHBoBoCHANHTENBHOE, 06€360HBAIONIEE, JKAPOIOHIKAIOLIEE
JIEHCTBUE.

YCTaHOBIIEHO, YTO KETONMpPO(eH YrHETaeT CHHTEe3 MpPOCTArNAHIMHOB M JICHKOTPHEHOB,
Onoxupyst (epmMeHT IMKIOOKCHreHasy (10 KpaiiHedl Mepe, JBa wm3odepMeHTa -
nuiiookeurenasy-1 (LIOI'-1) um nmxmookcurenasy-2 (I[OI-2)), KOTOpelii KaTamusupyer
CHHTE3 IPOCTarJaHMHOB B METaO0IU3ME apaXuJ0HOBOM KHCIIOTEL
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TexcT o01eH XapaKTepUCTHKH JIEKAPCTBEHHOI'0 Mperapara - &
85517 -Z0717

Keronpoden crabunusupyer nu3ocomaibHble MeMOpaHbl in Vilro W in vivo, B BBICOKHX
KOHLIEHTPALUAX [MOJABIISET CUHTE3 JEUKOTPHEHOB in Vifro U o0iafaer aHTuOpauKHHIUHOBOI
aKTHUBHOCTBIO in Vivo.
Mexanu3m )KapomnoHIKAIOIETro ACHCTBUS KeTONMpOo(eHa HEM3BECTEH, BOBMOIKHO, OH YTHETAET
CHHTE3 MpOCTarjJaHJIdHOB B IEHTPAJbHOH HEPBHOH cHcTeMe (BEpOsTHEE BCEr0 — B
TUIoTaJIamyce).
Y HEKOTOpBIX JKEHIIMH KEeTONPO(EH yMEHbIIAET CHMITOMBI TNEPBHYHOH IHCMEHOpEH,
BEPOSATHO 32 CYET MMOJABJICHUS CHHTe3a U/ 3G (EKTHBHOCTH MPOCTATIAHANHOB.
5.2 ®dapmakoKkHHETHYECKHE CBOICTBA 7" -‘“”1“";"“;‘;i_‘['rf‘“;'4;»1‘:.3"‘::'j;_: 0X1

| 13 Munmcrepe
BeacbiBanme recayGau
Keronpoden xopomo BeackBaercest u3 xancyin Keronan J[YO 150 Mr mocsie mprueMa BHYTpb.

Kancyner Keronan IYO conepxar mBa Buia rpanyit: crannapTHble (6emble) W MOKpBITHIE
obonoukoit (kentwie). Kertompoden Obictpo BbicBoGONKIaeTcs u3 Genbix rpamyn (60%
COIIEPKUMOTO KalCyjibl) U MEIEHHO M3 JKENTBIX TPaHyJ, MOKPHITHIX 006010uKkoit (40%
COZICPKMMOTO KaIICyJIbl), IOITOMY KarlCyJia OKa3bIBaeT KaK HEMEIJIEHHOE, TaK H OTCPOUEHHOE
JIEHCTBHE.

bronoctynnocts kerompodeHa u3 Kamcyn ¢ OOBIMHBIM BBICBOOOX/ICHHEM BEIIECTBA
cocrasisieT 90%; 9T Xe OTHOCUTCS U K KaICyiaM ¢ MOAXU(GUIMPOBAHHEIM BBICBOOOKICHHEM.
IIpn npueme ketonmpodena ¢ exoit ero obimas GuogoctymHocts (AUC) He MeHseTcs, OHAKO
3amMeIeTcs cKopocth abcopbuuu. JXupHas muima He BimseT Ha GuomoctymHocTh (AUC)
WM TIHKOBBIE IUIA3MEHHBIC KOHIL[CHTPAIMH, OJHAKO ITHKOBBIC IIIa3MEHHBIE KOHIIEHTPAILUH
JOCTUTAIOTCS TTO3JKE.

[locne nasnauenns BHYTph 150 Mr xerompodena B Gpopme Kamcyn ¢ MOAM(HIHPOBAHHBIM
BBICBOOOXK/ICHUEM NTHKOBBIE ITa3MEHHBIE YPOBHH Crmax, paBHBIe 9036,64 HI/MII, 0OTMEYAIOTCS
yepe3 1,76 yaca.

Pacnpenenenne

99% xeronpodeHa CBA3BIBACTCS C GENKAMH IUIa3MBl, IIPEHMYIIECTBEHHO C aIb0yMHHOM.
O6vem pacnpenenenus cocraBiser 0,1 n/kr. KerompoeH NpoHMKAaeT B CHHOBHAIBHYIO
)KHIKOCTb, rae gocturaeT 30% mia3sMeHHOM KOHIEHTPaIIUH.

Meta6o,3m u BbIBegeHHE

Keronpoden meraGommsupyercst B medenn. OH CBA3BIBACTCS C TIIOKYPOHOBOH KHCIOTOH,
00pasysi HecTaOMIIbHBIH MeTaGOTHUT IITIOKYPOHH] KETONPO(EHa, KOTOPBIH CIYKHT Pe3epBOM
NEPBUYHOrO AKTHBHOI'O BEMIECTBA. OJTO MOXET OBITh BaXHBIM Yy JIMI C [OYEYHOU
HE/IOCTAaTOYHOCTBIO, IIOCKOJIBKY ~KOHBIOIaT MOXET HAKaIlIMBAThCS B CBIBOPOTKE U
MOJIBEPraThCs JEKOHBIOTAllMM OOpaTHO B IEPBHYHOE aKTHBHOE BEIIECTBO. OTMEYEHO, YTO
KOHBIOTaT IMOSBICTCS B IUIa3ME€ 3J0POBBIX B3POCIBIX JIOJAEH JMIIb B HEOONBIINX
KOJIMYECTBAX, HO €ro KOHIEHTpAUHs BBINIE y JIUI IIOKWIOTO BO3pacta (BEPOATHO H3-3a
CHM)KEHHOI'O TI0YEYHOT0 KJIMpEHCa).

[Ipubnusurensro 60-75% xerompodeHa BHIBOAMTCS ¢ MOYO!, IIABHBIM 00pa’oM B BHJIE
TJIIOKYpOHUIHOTO MeTabonuTa. Menee 10% Ha3HAuYeHHOM /10361 BHIBOJUTCS B HEM3MEHEHHOM
BHJIE C KaJIOM. AKTUBHBIE METa0OIHUTHI KETONPO(EHA HEU3BECTHBI. [ HIPOKCHII-METa00IUT HE
SABJISIETCSI ICHCTBEHHBIM.

ITna3smenHsblii KMpeHe keTonpodena cocrapisgeT okoo 0,08 n/kr/4ac.
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KETOHAJI IYO 150 mr kancyssl ¢ MOAU(HLIMPOBAHHBIM BHICBOOOIKAEHHEM "OTJACO 5 \H P

TekcT ob1el XapaKTepUCTHKHU JIEKaPCTBEHHOT O npcnapaTzi—lg PB | yauucms

Oco0ble rpynnbl NanueHTOB 85 51 -20 1 7 " Patustiniies Batany

C nopaxeHHeM IEeYEHH: il

V nanyMeHToB ¢ MeYEHOYHOH HEeI0CTAaTOYHOCTHIO, BEPOSTHO BCIIEACTBHE IMIIOATEOYMUHEMHUH
(cBOOOIHBIA OMOTIOrMYECKd aKTUBHBIM KETONMPOQeH), KOHIEHTpAIys KeTonpodeHa I0YTH
yABauBaeTCsl, YTO0 TpeOyeT Ha3HAYeHHS MHUHHUMAJIbHOW CYTOYHOM J03bI, 0OECIEYMBAIOLIEH
JIOCTaTOYHBINA TepaneBTHYECKUui 3¢ HeKT.

C nopaxeHHEeM IMOYEK:

Y manueHToB C MOYEYHOH HEOCTaTOUHOCTBIO CHUXKAeTCs KiMpeHe Kerompodena. [ToaTomy
IIPU TSDKEJION MOYEYHOM HEOCTATOYHOCTH TPeOYeTCsl yMEHBIIEHHE 0351,

5.3  JloxkamHHYeCKHE HCcCIeJ0BAHUs 0e30IMacHOCTH

OcTtpast TOKCHYHOCTH
LDy, xeronpodena mnocne mepopanisHOro BBEIEHMs COCTAaBMIA y MbImel 360 MI/KT Macchl

Tena, y Kpbic 160 Mr/kr u y Mopckux cBHHOK 1300 MI/KI Macchl Tel1a COOTBETCTBEHHO.

ToKCHYHOCTB TP MHOTOKPATHOM NIPHMEHEHHH

B teuenue 4 nezens kpricaM aBaii BHYTph 2 MT, 6 MT wid 18 Mr ketonpodeHa Ha KT MacChl
TeJla COOTBETCTBEHHO. 10% XMBOTHBIX, MOMyyaBmmX 18 MI/Kr Macch! Tena, moru6iu Ha 6-30-
€ CYTKH. Y HEKOTOPBIX KPBIC OTMEYAIHCh XKENIyJO4HBIE S3BBL. Y COBAaK, MOMyYaBIIMX TAKYIO
A03Y, OIHCAHBl TOJBKO XKETyJOYHBIE SA3BBI, IPH 3TOM HH OJHO >KHBOTHOE He moru6mo. B
CPaBHHUTEIILHOM MCCIIEZIOBAHUM C MHAOMETALMHOM IIPU IpUeMe 103kl 6 MI/KI Macchl Tena
norudm 50% KUBOTHBIX, BCE KHBOTHBIE IOTMOIIM MPH pHeMe 035l 18 MI/KT Macchl Teja.

B 6-MecsuHOM MCCenoBaHMM KpbicaM JaBamu BHYTPb 3, 6 Wix 9 mr KeTonpodeHa Ha Kr
Maccsl Tena. Yepes BoceMb Hezieb morutiu 53% caMmIioB KpeIC, nosryyaBmux 6 mr/kr, u 67%
camIoB 1 20% CaMOK KpBIC, IIOMy4aBIIKX 9 MI/KT. Y KUBOTHBIX, KOTOpbIE MOTydaiu 9 MI/KT,
71a3MEHHBIE KOHIEHTPAUMH O€IKOB CHU3MIHCH U ObLT OTMEYEH IPUPOCT BECa CENEe3eHKH U
Ne4YeHH. B rpymne BEDKMBIINX JKUBOTHBIX HE OBUIO OMMCAHO CYIECTBEHHBIX MIATOIOTHYECKHUX
U3MECHEHUH.

Kanueporennocrs, MyTareHHOCTb M BIHsIHHE HA ()ePTHILHOCTD

JITHTeNIbHBIE HCCTEN0BAHMA TOKCHYHOCTH HAa MBINAX, TOJYYaBIIMX BHYTPb A0 32 M
KeTonpoeHa Ha KI Macchl Tela B CyTKH, HE BBISBHIIM KaHIEPOTEHHBIX 3(P(EKTOB 3TOro
npenapara. Tect DiiMca Takke He BBIIBHJI KaKMX-ITMOO MyTareHHBIX CBOJCTB. Keronpoden
He BIMSAT Ha (ePTHIBHOCTB CaMIIOB KPBIC, KOTOPbIE MOTyHald BHYTPh 10 9 Mr/Kr/cyTkH. Y
CaMOK KpBIC, IIOJTy4YaBUIMX 6 MI HIM 9 MI' Ha KI' Macchl Tejla B CyTKH, CHHIKAIOCH KOJTHYECTBO
MMILTAHTalKil. Y camIloB KpeIC M cobak 6bU10 0GHApYXEHO HapylleHHe crepMaroreHesa. Y
cobak M caMuOB 00€3bsH, MONYYABIIMX BBICOKHE 03Bl KeTONpo(eHa, HABIIOAAN0CH
CHM)KEHHE MacChI SIHYEK.

TepaTorennocTs

He Obuto mokasano HHM TepaTOreHHBIX, HH SMOPHOTOKCHYUHBIX 3((PEKTOB Yy MBbIIIEH,
OJTy4aBIIMX KETONpodeH B 103aX A0 12 MI/KI/CYyTKH, W y KphIC, MOJY4YaBIIHX 10 9
MI/KI/CyTKH. Y KDONIMKOB TOKCHYHBIE IS MATEPMHCKOTO OPraHM3Ma J03bI IIOBPEXK1aJIU
IO, HO He 00J1aJJali TePATOre€HHOCTBIO.

besonacrocts mpumenenus ketonpodena jokasana JTMTENHOMN KIMHHYECKOH IIPAKTHKOI.

6. OAPMAINEBTUYECKUE JTAHHBIE

6.1  IlepeueHs BcrioMoOrare/ibHbIX BEIIECTB
Cooepoicumoe kancynoi:
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KETOHAJI JIYO 150 Mr kancy:si ¢ Monu(buuuposaHHblmoES CHHEM BY
TexcT obu1eit XapaKTepHCTHKHU JIEKAPCTBEHHOrO Tpenapa

A | M NI
Ji1 JAAUU

MHUKPOKpPHCTaJITHYECKasl LeJUII0II03a, 8551 -20 [ bt
JIaKTO3a MOHOTH/IpAT, |  PECIVI
IIOBUJIOH,

HaTpHs KPOCKapMeIio3a,

nosiucopbat 80,

Oyaparut RS 30D (30 % mucnepens cononmmepa avuHomeTakpuiaTa (T b)),
Oyaparut RL 30D (30 % nucnepcust cononumepa aMMHOMETaKpuiIaTa (THIT A)),
TPUATHIILIATPAT,

TaJIbK,

xKeJeza okeun xenteid E172,

KPEMHHUS THOKCH/{ KOJJIOUIHBIN O€3BOIHEIM.

Obonouka xancynwt:
JKEJIaTHH,

uHurotul E 132,
TuTaHa guokcun E 171.

6.2 HecoBmecTumoctn
He npumennmo.

6.3  Cpoxk roguocru
3 roxa.

6.4  Oco0ble MepbI PEJOCTOPOKHOCTH NIPH XPAHEHHH
XpaHuTh IIpU TemIeparype He Boime 25°C.

6.5  XapakTep H cogepKMMOE YNAKOBKH
[Ipeniapat ynaxosan o 10 xancyn B 6mctep u3 amomunus/[IBX/repmoanacra/TIBJIX.
2 umn 3 6ucTepa ¢ MHCTPYKIHEH 10 IPUMEHEHHIO B KAPTOHHOMN TauKe.

6.6. Oco0ble Mepbl INpPEOCTOPOKHOCTH TNPH YHHYTOKEHHH HCIOJIb30BAHHOIO
JEKAPCTBEHHOr0 NpenapaTa MM  OTXO0A0B, IOJYYEHHbIX [0CJ€e TNpPHMEHEeHHs
JIEKapCTBEHHOT0 NpenapaTa, ¥ Apyrue MaHHITYJISIHH C IPenapaToM

Oco6ble TpeOGOBaHMs OTCYTCTBYIOT.

6.7. YcaoBus ormycka
Otrmyckaetcst 10 peenty.

7 AEPIKATEJIb PETUCTPALIUOHHOI'O YJIOCTOBEPEHMUSI

Jlex n.x., BepoBukosa 57, Jlio6nsua, CioBeHus.

8. JTATA IIEPECMOTPA TEKCTA
Oxts16ps 2024 T.
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