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OBIIAS XAPAKTEPUCTHUKA JEKAPCTBEHHOI'O ITPEITAPATA

COTJMACOBAHO ‘
1. HA3ZBAHHE JIJEKAPCTBEHHOTO IIPEITAPATA || o0 o 1M 5PABOOX PAHERYS

Keronan® 50 Mr xancyJist PECHYBIEN BEJAPYCH
Tipuxas MusRCTePCTER SADABCOXPARCERS

. yGIuKE Benapychk
MHH: Ketonpoden/Ketoprofen oo /}ic 2-: gﬂ ) " 7%

sy i mecs

TR I TS

2. KAUYECTBEHHBII M KOJIMYECTBEHHBII COCTAB

AxmusHoe eeujecmso:
Kasxaas Karcyia comepxut 50 Mr keTonpodeHa.

Benomozamenvibie euecmea, 061a0arouyue Useecmuvim Oetucmeuem.

JIakTO36I MOHOTUPAT.
TTonHbI CIICOK BCIIOMOTATeIbHEIX BEIECTB IPUBEICH B paszene 6.1.

3. JEKAPCTBEHHASI @OPMA
Kamcynst
Ormrcasme: cHHe-Oeible KalCylbl; BHEIMHUN BUX COACPIKEMOTO: JKENTOBATO-OCIbIH MTOPOIIOK

WY CIIpeCCOBaHHasd Macca. v

4. KJIMHNYECKHUE JAHHBIE
4.1 Tloxa3aHus K NPHMEHEHUIO
PesmaTnueckue 001€3HM:
-  peBMaTOHMIHBIHA apTPHT;
- aHKWJIO3WPYIONIUHA CIOHAUIAT, IICHHBIA CIIOHIUIIHT;
- OCTEOapTpHT;
- OCTpHIi CyCTaBHOH M BHECYCTABHOM PEBMaTH3M (TeHaUHUT, OYpCHT, KaICYJHT,
CHHOBHT).

- 60Jb B OSCHUIHOM OT/ENe (PaCTaKEHHs/pa3phIBBI MBILII, ToM6aro, uimmac, puopos);
- JMCMEHOpesd;
- 6oub IpH 3a00JIEBaHUIX OTIOPHO-IBUIaTSIbHOTO aIlllapara.

4.2  PexxuM J03MPOBAHHSA H CIOCO0 NPUMEHEHUS

Jlnst mpreMa BHYTPb.

Pexomenayemas 103a

Bspocnvie

O65r4HOM T0301t sIBIsIeTCA 1 Karcyiia yTpoM, B 00e 1 BeIepoM.

PexoMeHIyeMO#i 10304 UL JICUCHHS PEBMATOMHOTO apTPUTA M OCTEOAPTPUTA ABIACTCA ONHA
KarcyJa Kaxaple 6 4acoB.

PexoMeHIyeMo# 030# npH craboi wmiM yMEpEHHOM 6oId M AWCMEHOpPEe SBIACTCS OJHA
KaIcyJia Kaxaple 6-8 uacos.

KeroHan KamCylIbi MOXKHO KOMOMHHPOBATE C CYIIIO3ATOPHAMM Keromana. Hampumep, oxHa
xancyia Keronana (50 Mr) yTpoM ¥ HEM U O/THH cymmosuropuii Keronana (100 Mr) BeuepoM.
Hexenarensabie 5GEKTE MOXKHO CBECTH K MUHHMYMY, CCIH IPUHMMATEH Npelapat B caMoi
HU3KO# 5(h(hEKTUBHON 103€ B T€YeHHE MaKCHMATbHO KOPOTKOIO BPEMEHH, HEOOX0UMOTO i
KYIEPOBAHHI CAMITOMOB (CM. paszen 4.4).
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MaxcuMasipHas CyTOdHas /032 KeTOIpo(eHa COCTaBIIAeT 200 wmr. Ilepen HavamoM JICYCHUS B

noze 200 Mr keronpodeHa B CyTKH CIEAYeT TINATEIBHO B3BECHTD BO3MOJKHBIM PUCK ¥ IIOJIB3Y.
IIpuMeneHne 6oree BHICOKHUX ZI03 HE PEKOMEHY €TCA (cm. Taxoke paszen 4.4).

Kancyms! Ketoman cneyeT IIpUHMMATh BO BPEMA WM IOCIE €IIBI, 3allNBai HE Meree 100 i
BOJEI AIM MOJOKA. [IalIEeHT MOXET Takke OJHOBPEMEHHO NPHHUMATH AHTALMIBI, KOTOPLIC
CHIDKAIOT BEPOSTHOCTE HeOIarompusaTHEX 3 eKToB KeTompodeHa Ha CUCTEMY THIICBAPCHUL.

Tlooicunvie nayueHmul 1 NAYUEHMbL ¢ HAPYULEHUEM (PYHKYUU NOYeK

PeKoMeH/IyeTCA YMEHBIIUTh HAYATBHYKO 103y M Ha3HATUTE TOAICPKHUBAONIYIO TCPAIAIO C
npuMeHeHreM caMoll Husko# sddexTusHOH K035 Ilpn XOpoiiell IepeHOCHMOCTH IIpenapaTa
MOXKHO PacCMOTPETh KOPPEKIHIO 035! B MHIUBHTY AIbHOM IIOPSAMKE.

ITayuenmul ¢ HapyuieHuem PYHKYUY neveHu :
3a TAKMMZ TAIEEHTAMH HEOOGXOJMMO YCTAHOBATH TIIATENBHOE HAOIIOJCHHE H IPUMCHATH

TIpenapar B caMoi Hu3KO# 3 GeKTHBHOH CyTOUHOH 103€.

Lemu

IIpemapar IPOTUBONOKA3aH IETAM (CM. pasiel 4.3).

4.3  IIporuBomoxasaHus
IIpenapaT IPOTHBOLOKA3aH MAIMEHTAM C IOBBINICHHOH HyBCTBHTEILHOCTBIO K KeTompodery
HITH JTE00OMY M3 BCIIOMOTATENbHEIX BEIIECTB IIPETIaparTa.

OH Taxe IPOTHBOIOKA3AH:

- IpW HAIMYMH B aHAMHE3¢ PUHHUTa, OPOHXOCIA3MA, OpPOHXMANBHON aCTMBI, KPAITUBHUIIBL HITH
peaKiuii amIepradecKoro THUMa IOCHe IPHMEHCHA KeTonpodeHa areTHICATHIAIOBOR
KUCJIOTHl WM JAPYTdX HECTEPOUIHBIX IIPOTHBOBOCIAIMTENBHBEIX TPENapaTroB; y TaKux
[IAI[AEHTOR OIFCAHbI TSDKENEIE (B PEAKHUX CIIydasdX JIeTarbHble) aHaQHIAKTHICCKIE Peakua
(em. paznen 4.8);

- IIpH TSDKEJOH CepledHOi He0CTaTOIHOCTH;

- A JledeHHMsS OONH B [EPHOIEPAIMOHHOM IIE€PHOJE MPH BBIIOMHCHUM  OINCPAllMH
aopToKopoHapHoro mysTrpopanns (AKIID);

- OpH XPOHHYECCKOH MMCIEIICHH B aHAMHE3E;

- IpH IENTHYeCKOH s3Be B OCTPO# dase, a TakKe IPH 3KeJTy JOYHO-KUIIETHOM KPOBOTEIECHMH,
g3Be Wi nepdopaly B aHaMHE3e;

- IIp¥ IPEPacoOXKEeHHOCTH K KPOBOTCUCHHUIO;

- TIpH THKENOM HapyIIeHHH (yHKIUH II09eK;

- IIpH TSHKENOM HapyIeHHH (QyHKINK IEeUCHH;

- BO BpeMs MHTCHCHBHOH My pETUYCCKON TePaITHH, : COTTACOBAHO
- JeHKONEHMT 1 TPOMOOLHTONIEHI, MUHECTEFCTEOM SIPARCOXPAHEHNH
- reMOpparuyecKmi quares; PECHVEIVKE BEIAPYCH

. | Dipunes Manaerepersa 3APHABOOEPAHEHTS
- B IIOCIIEHEM TpAMECTPE GEpPEeMEHHOCTH (CM. Pasiel 4.6); Pocaybnmkn Berapyos
= I[eTﬂM. Y AT KT T TR MO TR 2 KRR RSN
4.4 Oco0ble yKa3aHusl H MePbI HPeA0CTOPOKHOCTH

Hesxenarenbuble 3QQEKTHl MOXKHO CBECTH K MHHHMYMY, €CIIM IPHHUMATh IPETapaT B camoi
HU3KOM 5(EKTUBHON 1103€ B T€UCHHE MAKCAMAIBHO KOPOTKOrO BPEMEHH, HEO0X0AXMOTO IS
KyITIpOBAHMSI CHMIITOMOB (CM. paszien 42 u o pucke ma JKKT m cepiedHo-cocyMCTOH
CHCTEMBI HIKE).

Cnemyer u3beraTs OJHOBPEMEHHOTO IPUMCHCHHA Keronana ¢ apyrumu HIIBII, Brmouas
CeIeKTUBHBIE HHTHOUTOPHI [IUKIOOKCHT€HA3BI-2.

MacKkupoBKa CHMIITOMOB OCHOBHOTO uH()EeKUNOHHOro 3a60/1eBaHUS
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IIpueM KeTonpodeHa MOKET MaCKHPOBATh BAKHEIE CHMIITOMEI uHQEKIAH, 9TO MOXKET IPUBECTH
K VIUIMHEHMIO CPOKOB MOCTAHOBKY IPABHIBHOIO IMArHO3a, OTCPOUCHHOMY Hadaly aJIeKBaTHOU
TepayE 1 YXyZIUCHHO HCX0/]a HH(EKIMOHHOTO 3aboeBaHnd. YXYIIICHHe HaOIIOAalnoch Ha
doHe GakrepHalbHOX BHEOONBHUYHOHM ITHCBMOHHW H IIPH OaxTepUaIbHOM  OCIIOXKHEHHH
BEeTpSHOM ocmEL B ciydae HasHAYCHHA KeTonpodera npy MHGEKIHOHHOM 3a00JICBaHUM UL
CHWKEHHMS TEMIepaTypbl Teina wWid oOnmerdenuss OO, PEKOMEHIYCTCS oOecrieueHue
MOHMTOpHHra wuHbeKuuoHHOro 3abomepanus. Ha amOymaTopHOM oTame, B Cly4dae eciu
CEMITTOMBI COXPAHSIOTCS WA yXyALIAIOTCA, MAIHEeHTy He0OX0IMMO OOpaTHTECS K Bpady.

ety 109HO-KHII eI HbIE PeaKIHu

Oco6YI0 OCTOPOXKHOCTD CIIEAYeT COOIIONATh IPH OXHOBPEMEHHOM HA3HAYEHUH C [peTlapaTaMH,
CIIOCOGHBIME ~ YBEIMYMBATH DHUCK IIOABIEHMS S3BBI MM KPOBOTEUCHMS, HANpPUMEp, C
TepOpATEHBIMI KOPTUKOCTEPOHIaMH, AHTHKOATYIITHTAMHE (Hamp., Bap(hapuHOM), CEICKTUBHBIMU
MHrEOMTOpaME  OOpaTHOTO 3aXBaTa CEPOTOHMHA WM AHTHATPETaHTaMM, TaKAMH Kak
AIIeTHIICATAIEIOBAS KICIIOTa WX HUKOPaHIHN (cM. pasnen 4.5).

YK ey I09IHO-KHUIIETHOe KPOBOTEUYCHHE, A3Ba MM Hep(oparid, KOTOPHIE MOTYT OKasaThCi
cMepTeTbHbIMHE, omucaHsl 1t Beex HIIBIT i moryT pasBuThCs B m000€e BpeMs JISUCHU KaK IIPH
HAJMIHH, TaK ¥ OTCYTCTBHE TpEIIECTBYIONMX CHMITOMOB MM TSDKEIBIX 3a00IeBaHuH
JKeJTyIOYHO-KHIIeYHOro TpaKTa B aHaMHE3¢e.

V [oKWIBIX JEOJEH dame BO3HHKAOT HeOnarompustble peakmum Ha HIIBIL, ocobenuo
JKEJTyIOIHO-KAIIEYHOE KPOBOTEIEHHAE ¥ Iephoparis, KOTOPLIC MOTYT OBITH CMEPTEIHHBIME (CM.
pazzen 4.2).

Ecm y mnanuenToB Ha (ome Jjevenus KeromanoM BO3HHKACT IKEIIy[OTHO-KHIICYHOC
KPOBOTEUCHHE MIIH 384, JICUCHHE [IPEIIapaToM IOJKHO OBITH IIPEKPAILEHO.

PUcK BOSHHKHOBEHHS JKE/IyZOUYHO-KHIIEYHOTO KPOBOTCUEHHA, 3B WM Hepoparmy
yBemuumBaeTcs pu nosbmrernn x03 HIIBIL y manueHToB ¢ A3BEHHOM 00JIE3HBIO B aHAMHESE,
0COBGEHHO OCTOKHEHHON KpoBOTeUeHMeM mid mepbopammeidr (cM. paszen 4.3), a Taike y
OKIIBIX JEOfeH. JledeHre STHX MAIMEHTOB CieAyeT HAadMHATh C CaMOM HHU3KOM MMeIomelcs
IO3HL '

Il 3THX TAIWeHTOB, a TAakKe Ui NAlUCHTOB, COBMECTHO NPHHUMAIOLIMX HH3KHE JO3bI
ANeTHICAIMIAIOBON KHCIOTEL MM JpyTHe Ipernaparhbi, IMOBBINAIONME PHCK XKEIyNOTHO-
KUIICYHBIX OCIOXKHEHMH, CIeyeT pPacCMOTpeTh HasHAYeHHe KOMOWHWPOBAHHOM Tepamuy ¢
3AMUTHEIMA  JIGKAPCTBEHHBIMA ~CPecTBaMM  (HAmp., MHU30IPOCTOTIOM MM OyroxaTopamMu
IIPOTOHHOM MOMIIBL) (CM. HIDKE K pasjen 4.5).

COracHO 3IHAEMAOIOTHIECKIM JaHHbIM, KETONPOhEH MOXKET ObITh CBSI32H C BEICOKHM PUCKOM
TSOKETIOM HKeITy I0YHO-KAIEIHOH TOKCHYHOCTH, YTO XapaKTECPHO AT HEKOTOPBIX APYTHX HIIBII,
0CcOGEHHO TIpH IpHeMe BEICOKHX [03 (CM. TaKXkKe pasAeiibl 4.2 m14.3).

[lanmeHTsl ¢ IPOSBJIEHASME JKEIyTOYHO-KAMECYHOH TOKCHYHOCTA B aAHAMHESS, 0co0eHHO
TOKYUIBIe JTIOIH, JOJDKHEI COOOIATE O JIHOOBIX HEOOBIYHBIX a0HOMHHANBHBIX CHMITOMAX
(0COBEHHO O ey JOYHO-KHITETHOM KPOBOTCUCHHH), 0COOEHHO B HAYaIe JICUEHHU.

HIIBII cremyer ¢ OCTOPOXKHOCTBIO Ha3Ha4YaTh MHMAlMCHTaM C 3200JICBAaHUSIME  KEILy JOYIHO-
KHUITEYHOTO TPakTa B aHaMHese (I3BEHHLIH Komnt, GOJe3Hb Kpoma), MOCKOIBKY y HHX MOTYT
BO3HEKHYTh 06QCTPEHNUS JAHHEIX 3200 eBanuii (CM. pasyien 4.8).

CepaeqHo-coCyAMCTbIE H HepedpoBaCKyIAPHbIE 3¢ exThI

K ImHIdecKye UCCIeIOBAHMS M SIIU/IEMHOTIOTMYECKIE JaHHBIC JAlOT OCHOBAHME MPEAIOJIardTb,

YTO MCIOJIb30BaHME HEKOTOpEX HecenekTuBHbIX HIIBII (0COGEHHO B BBICOKHX 032X M IIpU

JUTATETHHOM JICICHHIT) MOXKET OBITh CBA3AHO C HEOOJBIIIM MOBBIICHUCM PUCKA ADTCPHANIBHOLO

COTHACOEBAHD
A HRLTEPCTSON GAPARRIATANSRIA
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TpomGo3a (Hampumep, HH)ApKTa MHOKApa Wi MHCYIBTa). [T HCKIFOYEHHUs TaKOTO PHCKa B
OTHOIICHAH KeTorpodeHa TaHHbIX HEOCTaTOIHO.

V [ANEEeHTOB ¢ HEKOHTPOTHPYEMOll apTephambHOH IHIepTeH3HEH, 3aCTOWHOM cepaeuHon
HeJ(0CTATOYHOCTHIO, YCTAHOBEHHBIM JAMAarHO30M HIIEMIYECKOH Oone3nn cepaua, 3a00NeBaHUIEM
nepudepIaecKux apTepuit WM LepedpoBacKy IAPHbIM 3a60IeBAHAEM JIEUCHHE KETONPO(heHOM
JOJDKHO IPOBOUTHCS TONBKO IIOCTIE TIATEBHOM OLEHKH MOJb3bl ¥ PUCKA. [TomoGHBIM 00pazoM
HeOOXO/IIMO TOCTYIIATh ¥ TIepe]l Ha3HaueHneM JUIHTEBHOTO JeYeH s NalHeHTaM ¢ (paKTopamu
pUCKa  CepAEeYHO-COCYIHCTBIX  3aloneBaHuit  (Hamp., — apTepuainbHas — [HOCPTCH3HA,
rATepIHIHIEMYs, CaXapHbIA 1uabeT, KypeHue). ‘

Coo0masnoch O NOBBIICHHOM PHCKE Pa3BHTHS TpoMOO030B apTepuil y MAUEHTOB, IOy YaBIIuX
geacnmpurossie HIIBIT it xymupoBaHus HEpUOIIePalHOHHO! OO0MM IpH BBIIOIHCHUH
OIEpAIHY A0PTOKOPOHAPHOTO LTy HTMPOBAHHS (AKIID).

TlanpenTaM ¢ HAJAYWEM B aHaMHe3€ apTepHabHON I'MICPTECH3UH U/WIIH 3aCTOMHON CepedHon
HEIOCTATOYHOCTH JIETKOW M CpPEeJHEH CTemeHH TIKECTH TpeOyloTCsl COOTBETCTBYIOIIEE
HaOmIOmeHne M KOHCYJBTAlMS, IIOCKONBKY IIp¥ IPUMEHECHHM HECCICKTHBHBIX HIIBII
COOBIIATIOCH O 3a0ePKKE KAIKOCTH M OTeKaX.

Koxabple peakun

Kpaiitie peaKo OIMCBHIBAIOTCS CBS3aHHBIC C IPAMCHECHUEM HIIBII Tsoxensle KOXKHBIE PEaKITUH
(HEKOTOpHIE W3 HHX CO CMEPTEIBHBIM HCXOIOM), TaKhe Kak SKC(ONMATHBHBIA AEPMATHT,
cuagpoM CruBeHca-J[KOHCOHA H TOKCHYICCKUH SIMAepMANbHE Hekpomus (cM. pasgen 4.8).
Han60IBIIEH PACK PA3BUTHS STUX PEaKIlMil IMEeTCs B Hadaie Kypca JCUCHHS; B OONBIIMHCTEE
CllydaeB PeaKIlMH BO3HHMKAIOT B IIEPBEIH Mecsl JeueHus. KeToHal no/mKen OBITH OTMEHEH IIpH
IIEPBOM TOSBIECHHH KOXHOW CBINM, HOPAXCHMM HA CIM3UCTBIX o0orouKax WM JAPYTHX
IpH3HAKaX TANEepdy BCTBUTEIBHOCTH.

PecnuparopHble HAPYIIEHHS

[lamueHTsl, CTpajaonme OpOHXHANbHOH acTMOH B COYETAHHWHM € XPOHMTICCKAM PHHHTOM,
XPOHMYECKUM CHHYCHTOM H/HIM HOJIMIIO30M HOCA, HMEIOT OONBIITYIO BEPOATHOCTD IOSBJICHUSL
AIIIEPrUYecKUX Peakuyil 1ocie HpHeMa aueTHICATHIAIOBOR KHCIOTHL W/ HECTEPOUIHBIX
IIPOTHBOBOCIIAIMTENBHEIX TPEnaparoB, 9eM OCTANbHbBIC NalUCHTDL Haznauenue npenapara
MOYET BBI3BATH IPHCTYH OPOHXHAIHHOH acTMBI HilM GPOHXOCIA3sM, OCOOCHHO y IAIMEHTOB C
ajuieprueii Ha aleTHICAIUIAIOBYIO KHCIIOTY MK HIIBII (cM. pazzen 4.3).

I'mnepxajmeMust

Ilpu mpmeme KeTompodeHa MOXeT BO3HHKATH THIICPKaHEMHU, 0CcO0EHHO y MaIMeHTOB C
MraGeToM, [OUedHOM HEIOCTATOYHOCTHIO H/WIM COIYTCTBYIOIIMM JICYCHHEM IIperapaTami,
CTUMYJHPYIOIAMA THNEPKATHEMHIO (CM. pasien 4.5). Tlpm mOmOOHBIX O0OCTOATENBCTBAX
HE0OXOAUMO KOHTPOJIMPOBATh yPOBEHB KK B ILIA3ME.

dyHKIusA M0OYeK

V mamMeHTOB ¢ CEepAcYHON HENOCTATOYHOCTBIO, IMPPO3OM H HeQPOTHUECKAM CHHIAPOMOM, a
TAKOKe y TAIMEHTOB, IPHHAMAIOIINX JUYPETHKH, W y IAIHCHTOB C XPOHMYECKON NOYEYHOR
HEeJIOCTATOYHOCTHIO, OCOGCHHO —IOXKMIBIX, B Hayaje JIEHEHWS CICAyeT TIIATCIhHO
KOHTPOIMPOBATh (DYHKIMOHAIBHOE COCTOSHHE IIOYCK. V TakuxX MaIueHTOB Ha3HAYCHHE
KeTOIpodeHa MOXKET BBI3BATh CHIDKCHUE OYEYHOTO KPOBOTOKA BCICACTBAC yIHETCHIL cUHTE3a
IPOCTArJIAHAMHOB ¥ IPUBECTH K IEKOMIICHCAIIIH (byHKIUH TIOYEK.

Dysknusa nevYeHn

V QamueHToB ¢ OTKJIOHSIOINMMECA OT HOPMBI IOKA3aTeJsIMK TECTOB (GYHKIIMOHAIBEHOTO
COCTOSHMS IedYeHH wWix ¢ 3aboneBaHueM II€YeHH B aHAMHE3E CICAYyeT ICPHOMMICCKH

KOHTPOTUPOBATh YPOBEHb TPAHCAMUHA3 KPOBH, 0COBCHHE~BOmBPEMShnHPOROMKATELHON
TEpaIyH. COTJTACORBAHO
MUHECTEFCTREOM SAPAROOXPAHEHNS
PECITVEIYRY BETAFYCh

9T SHPAROOKEIEAANE 13 12

1 Fesanyih
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B cBs31 ¢ IpreMOM KeTOIIPO(bCHa OIMCAaHB] PEAKHE CIrydan JKCITYXH 1 renarura.

Apyrue 3¢ dexTnl
Kax u Bce HeCTEpOUIHBIE IPOTHBOBOCHIATUTEIIBHEIC IPCTIAPaTEl, KerornpodeH Giarogaps CBoeMy

IIPOTHBOBOCHIATUTENHHOMY, 00e300IMBaIOIIEMy UK JKAPOMOHIMKAIOIIEMY JNEWCTBHIO MOJMKET
MACKHpPOBATh MPU3HAKK PasBUTHS HMH(EKIMOHHBIX 3a00JIeBaHuii, Takue KAk IIOBBIIICHHAS
TeMIIepaTypa Tea.

V sxemmuu HecenekTuBHEe HIIBII Moryr cHmkath ¢epruibHOCTh. IlosToMy HX HE
peKOMeHyercsl IPUMEHATh O KCHIIMHAM, IIBITAIOIAMCH 3abepeMeHeTb. Y  OKEHIIVH,
MCIBITHIBAIOIIAX TPYIHOCTH ¢ HACTYIUICHHEM OepeMEHHOCTH Wi OOCICAYIOMMXCS 10 TIOBOIY
GecIuIonus, CIEAyeT PaCCMOTPETh OTMEHY KeTonpodeHa.

JleuerHue cieyeT OTMEHUTE P HOSBIECHAN HAPYINCHUH 3PCHHS, TAKHX KaK HEIETKOCT 3PCHHUSL.
IIpemapar ¢ OCTOPOXKHOCTHIO HA3HAYAIOT JIMIAM, CTPANAIOLIIM AJIKOTOJIEHOMN 3aBHCHMOCTBIO.
IIpenapaT HEOGXOAUMO OTMEHSATE TIepe/| OCIMPHBIME XUPY PrUIeCKAMY BMEIIATC/IbCTBAMH.
Karrcymsl Keroran 50 mr comepxar nakrosy (186,10 Mr/kancyia). IJo3ToMy JaHHBIA IIpenapaT
HE ClefyeT INpMHAMATh IalMeHTaM C HACIeJCTBEHHOM HEIEePEHOCHMOCTBIO TallaKTO3BL,
nedHIMTOM JIaKTa3b! MK HapyIIEeHUeM BCACHIBAHMA TTIOKO3b! I IAJIAKTO3EL.

4.5 BsaumMojeiicTBHe ¢ JPYTHMH JIEKADCTBEeHHbIMH NpemapaTamMd H Jpyrue (opmbi
B3auMoaeiicTBHA

HepexoMeHayeMBIE KOMOWHAIIMA TPENapaToB

Jlpyrme HIIBII (BKirouas CETeKTHBHBIE HHIHOUTOPEI IUKJIOOKCHTEHA3bI-2) ¥ CAIULMJIATEL B
BBICOKMX J103aX: TOBHIICHHEIM PUCK Pa3sBUTHS 3B U KPOBOTEUEHHMH B JKEIIyIOUHO-KHIIEIHOM

TpaxTe.
P ) COTJIACOBAHO
AnmukoazynsaHmul; TIOBBIIEHHBIA PHCK KPOBOTEIEHHUS HICTEFCTROM BIPAROOKPAHERHS
- Temapuy FECHYEIRE BERAPYChH

: b Tinzuan Meimorsporee SRPARGCHDPEECHIS
- agTarourcTsl BuTamMuHa K (Hamp., Baphapus) T it Eesapye u

- FHTEOUTOPHI arperamnyy TPOMOOIUTOB (HAIp., THKIONHIMH, mc%nﬁﬂ?)‘i‘fféﬂﬁ) o

- HHrE6HTOPEI TPOMOKHA (HAIIp., JaburaTpar)

- IpsAMBIe HETHOUTOPEL (akTopa Xa (Hamp., anukcaba, puBapokcaban, 37j0kcaban)

ECTM COBMECTHOG IpHMEHEHHE KeTompodeHa ¢ aHTHKOATyJITHTOM HEH30exHO, Tpebyercs
IPECTAIBHOS MEIUIMHCKOE HAOIIOICHHE 32 AIEHTOM.

Jlumusi: PUCK TIOBBIIEHWS YPOBHS JIMTHSA B IUIA3M€, KOTOPHIA HHOLZA MOXKET HOCTHIaTh
TOKCHUYECKHX 3HAUCHWH M3-3a CHIDKCHHS BEIBEIEHMs JHTHA Houkamu. IIpu HEOOXOAMMOCTH
ClIeIyeT TINATEIHHO KOHTPOIMPOBATH KOHIEHTPAIAIO JINTHA B IIa3Me 1 KOPPEKTHPOBATh 03y
murus Bo Bpems tederus HIIBII u mocie gero.

Memompexcam 6 003ax, NPesbIUAIOUUX 15 me/neoenio

TToBBIIEHHBI PHCK TeMATOTOKCHYHOCTH METOTPEKcaTa, OCOOCHHO €CIH OH HCIONb30BACS B
BEICOKHX /103aX (>15 MI/HEZENIO), UTO BEpOSTHO OOYCIIOBICHO BBITCCHEHHEM METOTpEKCaTa M3
CBSI3M C OEJIKaMH ¥ CHHIKEHUEM €ro MOYEYHOI0 KIIMpeHca.

KoMmOuHanyy, TpeOyIonme 0CTOPOKHOCTH

JlexapcTBEHHBIE IIPENIAPATEI, KOTOPHIE MOTYT cTI0co6CTBOBATE THIIEPKATHEMHH (HAIpUMeED, CONMU
Kagus, KanmiicOeperaromme Auypernky, uHruoOutopsl AIIQ 1 aHTAarOHMHCTEL PENENTOPOB
agruoTemsuua 11, HIIBII, remapusel (HM3KOMOJIEKYJIAPHBLIC HIIH He(paKINOHNPOBAHHEIE),
[AKJIOCIIOPHH, TAKPOIMMYC M TPHMETOLIPYM)

Puck THIEpKATHEMAM MOXET BO3pacTarb B CIyyae, KOIZAa YHOMAHYTEIC BBINE IPCIAPATRI
BBOJIATCS] OJHOBPEMEHHO.

Juypemuxy: 'y TALMUEHTOB, NIPHHAMAIOMIMX —IHYyPCTHKH, 0cOOEHHO Yy NAIHEHTOB C
JerujpaTanyei, AMEeTCs MOBBIICHHBIA PUCK [TOYEYHOH HEIOCTaTOYHOCTH B CBA3M CO
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CHYDKEHMEM IIOYESTHOI'O KPOBOTOKA BCJIEICTBUC YTHETCHMA CHHTC3a IPOCTarTaHIAHOB. TakuM
aIEeRTaM HEOGXOMMMO aJeKBaTHO BOCIIOIHHTE ACQHUIHUT HKHUAKOCTH [0 Hadala COBMECTHOTO
IIpEMEHEHHs. TaKUX IPETapaTos, a B Hauane JEYeHHS KOHTPOIMPOBATE GyHKIwO MOYEK (CM.
pazzein 4.4).

Huzubumopyi aHauomeH3uH-npespauarouezo gepmenma (AIID) u anmazonucmul peyenmopos
aneuomensung II: y TIAIMEHTOB C HApylIeHHEM (YHKIME IOYeK (mamp., y NAIHCHTOB C
JeTH/paTaiell MIX HOXMIBIX JIHOAeH) COBMECTHOE npumernenne wuHrHOuTopa AIID Mm
AHTATOHMCTA PELENTOpoB aHrmoTeHswHa II W mpemaparoB, YrHETAOMIMX MUKIOOKCHICHA3Y,
MOJKET BBI3BATH MOIOJHUTEIHHOE YXyIIeHHE (YHKIMA IOYEK, BKIIFOYAs BOSMOXKHYIO OCTPYIO
IIOYEYHYIO HEAOCTATOYHOCTS.

Memompexcam ¢ dozax Husice 15 me/nedenio: B TIEPBBIC HEEH KOMOMHHPOBAHHOIO JICYECHHUS
HEOBXOIUMO Pa3 B HEETO KOHTPOIMPOBATh PA3BEPHYTYIO KapTHHY KpoBH. IIpu KaKoOM-J1u00
HapyIeHyH (GYHKIUHA I0YeK X y HOXKHJIBIX NIAljUeHTOB KOHTPOIb JIOJKEH [POBOIXUTECS Tale.
ITenmoxcuguinun; YBEIMYABACT PUCK PasBUTHA KpopoTedeHuH. Heobxommm Gomee yacThIA
KIMHAYECKAH MOHUTOPHHT ¥ 00Jiee JacThIli KOHTPOJIb BPEMEHH KPOBOTCUCHHS.

Tenoghoup: COBMECTHOE NPUMEHEHHE TEHO(MOBUPA TH3OIPOKCHI dymapara u HIIBII moxer
YBEJIUYUTH PACK I0YEYHOH HEOCTaTOTHOCTH.

Huxopanoun;, COBMECTHOE IPHUMCHEHNE HUKODAHAWIA M HIIBII MOXeT yBEJIUYUTH PHUCK
PasBUTHS CEPHE3HBIX OCIOXHEHHH, HAIPHMEp, 3B, nephopannii WM KPOBOTEYCHHH B
eIy [OYHO-KUIIEYHOM TPaKTe (CM. paszen 4.4).

Cepdeunvle 2nuxo3udel: MEXITy KETONPOPEHOM H JMIOKCHHOM HE OBLIO IIPOJXEMOHCTPUPOBAHO
(hapMaKOKHHETHIECKOro B3auMoneAcTBrsL. OfHAKO [PY COBMECTHOM IPHMEHCHHN IIPeNapaToB
PeKOMEH/IyeTcs  COONIOaTh OCTOPOXHOCTb, ~OCOOEHHO Yy  MHArlMeHToB C OYEIHOH
HEJIOCTATOYHOCTEIO, MoToMy uro HIIBII MOryT cHmKATh (YHKIMIO IIOYEK M YMCHBIIATh
TIOYEYHBIA KIMPEHC CEPACUHBIX ITIHKO3HIOB.

Kopmukxocmepoudel. TOBBINCHHBIA PUCK PasBUTHA A3B MM KPOBOTECUEHHH B KEIYHOYHO-
KUIIEYHOM TpakTe (M. paszen 4.4).

KoMOMHAIINY, KOTOPBIE HEOOX0INMO YUUTHIBATE

Anmuzunepmensusnoie npenapamol (bema-6a0KkamopbL, uHeubumopwr AII®, ouypemuxu)

Kerompoden  cHwxaeT  JeHCTBAE  AHTHTHICPTCH3MBHBIX — IPENapaToB (yrueteHHe
Ba30/MIIATATOPHEIX [IPOCTArIaHAUHOB).

TpombGonumuxy: TOBHIIEHHBIH PHCK KPOBOTCICHHU.

Cenexmuenole uHzUOUMOpsL 06PAMHO20 3aX6AMA CePOMOHUHA; TIOBBIUCHHEA PHCK Pa3BUTHA
JKEITy JOIHO-KHUIIETHOro KpoBOTedenus (M. pasnen 4.4).

IIpobeneyud: COBMECTHOE IPHMEHEHHe IPOOCHENHIa MOXET 3HAYUTENbHO YMEHBIIUTH
ITa3MEeHHBIA KIMPEHC KeTonpodeHa.

KomOuHammy, nadhOpMAIIIIO 0 KOTOPHIX TAKXKE HEOOXOAUMO IIPHUHSTH K CBEICHUIO
IJuknocnopun, MaKpOLUMYC: PHUCK Pa3BHTHIL anIUTUBHOLO...2heKTa.  HeS

0CO0CHHO y MOXXHJIBIX ITaITUCHTOB. COTITACCRBAHO
MUHBOTERCTBOM STPARCOXPAVEHIS
4.6 BepeMeHHOCTh B KOPMJIEHHE FPYAbLIO FECHYENURE DERAFYCH
BCPEMeHHOCTb i Tprxas Mo oTRE SAPAROGRPITENRA
3 b Bapen Bonanysh

VTHETEHHe CHHTe3a IPOCTAIVIAHJWHOB MOXET —OKasbIBATh.. HOLATUBHOE. .. BIASHAE Ha
GEpPEMCHHOCTh H/WJIM DPa3BUTHE sm6puona/mnoga. CornacHo SHUIEMHMONOTHYECKAM IaHHBIM
IIpYMEHEHHe WHIHOMTOPOB CHHTE3a NPOCTAITAHIMHOB HAa PAHBAX CPOKax OepeMEHHOCTH
CBSI3aHO C TIOBBIIEHHBIM DPHCKOM BBIKHJIBINA, PAa3BUTUA NOPOKOB CEpAlid M IacTpOIIH3HCA.
AGCOMIOTHBIA PHCK pasBUTUS BPOXKACHHBIX IIOPOKOB CEPIEeYHO-COCYTUCTOM ~ CHCTEMBI

&
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moBbImaicss of Memee 1% mo mpmmepHo 1,5%. Ilomararor, 9TO PHCK BO3PAacTacT IPH

YBEIMUEHMM 1O03BI ¥ IPOJOIDKHTeNbHOeTH nedeHus. Hasmauenue HHTHOWTOpA CHHTE3a

IPOCTATTIAHAMHOB Y JXMBOTHEIX NPHBOJWIO K YBEIMYCHHIO HCIIA BBIKHIBIIEH O M IIOCIE

MMIDIAHTAIMA ¥ K TOBBINEHHIO 5MOpuoH-(eranpHoi cMmeptHOCTH. Kpome TOro, OmmcaHa

OBBIIICHHAS YacTOTA PA3IMYHBIX BPOXKICHHBIX AHOMAIWH, BKIIOYAS CEPACYHO-COCYIHCTHIC,

IpY Ha3HAYSHUA HHIHOATOpA CHHTE3a NPOCTArTIAHWHOB XXUBOTHEIM B IIEPHOJ OPraHOTeHE3a. B

TIepBEIA ¥ BTOPOH TPAMECTPEI GEPEMEHHOCTH He Cle/lyeT HasHavaTh KeTonpoder Ge3 KpaiHel

geobxomumocTH. Ecimu keronpoder MpuMeHseTcs KeHIMHOM, NBITalomecs 3a0epeMEHETh Wk

HaxonsIeifcs Ha IIEpBOM HIIM BTOPOM TpUMeCTpax OepeMEeHHOCTH, 032 JOIDKHA OBITh Kak

MOXHO HIDKE, a JINTEIHHOCTD JIUEHH — KaK MOJKHO KOpoyYe.

B TperbeM TpHMeCTpe OEpeMEHHOCTH BCe HMHIHOMTOPBHI CHHTE3a NpPOCTATNIAHAMHA MOTYT

OKa3BIBaTh CJICIYIOINEe BIASHUE Ha IIJIOA!

- KapIWONyJbMOHAIbHAS TOKCHYHOCTh (C IIPEXIEBPEMEHHBIM 3apalneHueM botammosa
IPOTOKA H Pa3BUTHEM JICTOUHON IUIEPTEH3NN);

- mapymeHue GYHKIHH IIOYEK, BIVIOTH [0 pPAa3BUTHS IIOYCYHOHM HENOCTATOUHOCTH C
OJIUTOTUAPOAMHHUOHOM. '

B koHIe GepeMEeHHOCTH MHTHOUTOPH! CHHTE3a HIPOCTATTAHIMHA MOTYT CIEAYIOLUMM 00pa3oM

HOBJIMATH Ha MaTh U HOBOPOXIEHHOIO:

- BEpOSTHOCTH YIUIMHEHWS BPEMEHH KPOBOTEUEHHsS — aHTHArperaHTHOE NEHCTBHE, KOTOPOe
MOYKET OTMEYATHCs JaXKe IIPH NPUMEHEHUH OUCHb HU3KHX JI03 Ipenapara,

- yrHETEHHE COKPATUTCIHHOM AEATENPHOCTH MarTKy, IPUBOIAINEE K 33/ICPKKE HACTYIUICHUS
POIOB ¥ UX YIJIMHEHHIO.

CrienoBarTenpHO, IPUMEHEHWE KeTompodeHa B TPETheM TpUMeCTpe OepeMEHHOCTH

[IPOTHUBOIIOKA3aHO.

Kopmiienue rpyabio

JlanHble O NPOHWKHOBEHWH KerompoeHa B MOJIOKO y 4YenoBeKa OTCYTCTBYIOT. He

PEKOMEH/IyeTCsl Ha3HA9aTh KETONPOPEH KOPMSALIIM MaTePsM.

47 BiusiHHEe HA CHOCOGHOCTH YNPABJIATH TPAHCIOPTHBIMH CPeICTBAMM M padoTarh ¢
MeXaHH3MaMH

[TarueHToB HEOOXOMMMO INPEIyNpeIuTh O TOM, 9YTO HaHHBIA [pernapaT MOXET BBI3BIBATH
COHJIABOCTb, TOJIOBOKPY)XCHHE WIH CYAOPOTH, M IIOCOBETOBaTh KM HE YIPaBJATH
TPAHCIIOPTHBIME CPEACTBAaMH M He paborare ¢ MEXaHM3MaM{ IIPH MOSBICHAH JI@HHBIX

CHMIITOMOB.

4.8 HexenaTeJbHble peaKuu

IIpn BOSHHKHOBEHHH TSDKEIbIX HEKENATENbHBIX PEaKUHil JevdeHne I0KHO ObITh
[peKpanieHo.

Hexenarenbaele peaknuy 1o kiaccubuxamm «MedDRA» pacipesie/ieHs! 0 KilaccaM CHCTEM
OPTaHOB, TI0 YaCTOTE BCTPEUAEMOCTY M HUCKOZAIICH TAKECTH:

ouenv yacmuie (= 1/10); -

yacmuie (= 1/100, <1/10), Mnmgzgiggmﬁ ga?goﬁiﬁgﬂm
neuacmuie (> 1/1000, <1/100); PECIVEIAKA BEXAPYCH |
pedxue (= 1/10 000, < 1/1000); Hpmas Fﬁﬁﬁ‘%ﬁi’?}‘?%@ﬁ‘;ﬁ“‘“ menna

ouenw pedxue (< 1/10 000); Frsias e .
4aCMOMA He YCMAHOGIIEHA (He Modicem Bbimb YCMAHOGNEHA NO UMEIOUJUMCS OGHHBLM).

Tlpn npuMerenun Keronpodesa coolIany O CHEIYOMHX HEKEIATEIbHBIX PEAKIHiAX y
B3POCIBIX.
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Hapyiuenns co CTOPOHBI KPOBY ¥ TUM(PATUIECKON CHCTEMbI

- Peaxue: mocTreMopparndecKas aHeMus;

- YacToTa He yCTaHOBJIEHA: arpaHy/IoNUTO3, TPOMOOIMTONCHNS, HEAOCTATOYHOCTE KOCTHOTO

MO3ra, TEMOJIUTHYCCKAs aHEMH, JTEHKOIICHUS.

Hapy1enus co CTOPOHE! AIMMYHHON CHCTEMbI

- UacToTa HE YCTAaHOBJIEHA: anadUIaKTHICCKIe PEaKIy (BKII0Yas MOK).

Hapymenus co cTOpoHbI 00MeHa BEIIECTB U ITNTAHIS

- UacToTa HE yCTAHOBIEHA: THIOHATPHEMHS, IMIIepKamueMus (cM. pasnen 4.4).

Hapymenus NCUXHKH

- JacToTa He yCTAHOBJIEHA: CI[yTAHHOCTH CO3HAHMUS, H3MEHUYMBOCTH HACTPOCHHUA.

Hapyiuenusi co cTOPOHEI HEPBHOW CUCTEMBI

- HeuacTsle: rojoBHast 60JIb, TOTOBOKPYKEHHE, COHIIMBOCTD;

- Penxue: mapecresus; ,

- YacToTa He yCTaHOBJIEHA: aCeITHIEeCKUM MEHHMHIHUT, CYJIOPOTH, TUCTeB3HsI, BEPTHTO.

Hapy1ieHust co CTOPOHEI Oprana 3peHus

- Pexxue: HEUeTKOCTh 3peHus (cM. paszen 4.4).

HapyIeHns co CTOPOHBI Opraga ciayXa ¥ JaOUpUHTHEIC HAPY IMEeHHs

- Penxue: 3BOH B yIIax. -

HapyIenus co CTOPOHEI cepiria

- YacToTa He YCTaHOBIJICHA: CepleuHas HeJOCTaTOYHOCTb.

Hapyienust co CTOPOHBI COCYIOB

- YacToTa HEe YCTAaHOBIEHA: apTephalibHas IMIEPTEH3Us, Ba3OMMIATALNS, BACKYIUT (BKIIOYas

TEeHKOIUTOKIACTHYESCKAHN BaCKyJIUT).

HapyIiueHus co CTOPOHB! JBIXATeNbHOM CHCTEMBL, OPraHOB TPYIHON KIETKHM U CPETOCTCHUSL

- Penkue: OpoHXHAIbHAL aCTMA,;

- UacroTa He YCTaHOBIEHA: OponxocmasM (0COOEHHO Yy NAIMEHTOB C H3BSCTHOH
IHIIePIyBCTBUTENBHOCTEIO K ALlETHICATUIIIOBO] Kucnote u apyruM HIIBII), puaar.

HapyiueHus co CTOPOHBI KEIY I0YHO-KHIIIEYHOT0 TPAKTa

- YacThle: OUCIEICHS, TOTHOTA, 00 B XHUBOTE, PBOTA;

- HeuacTsie: 3amop, Auapes, METEOPHU3M, TaCTPHT;

- Penkwme: cToMaTuT, IENTHYECKAs A3Ba;

- UacroTa He yCTaHOBIEHa: 0GOCTpeHHe SA3BEHHOro Kommta W Oonesnu Kpoma, XerlynodHO-
KHUIIeYHbIE KPOBOTEUEHMS U Iepdopanys, MaHKpEaTuT.

HapyImesns co CTOPOHLI IIEUEHH U JKEIIEBBIBOSAIINX My TEH

- Penxue: rematuT, MOBHINIEHHE YPOBHS TPAHCAMUHA3, IIOBBINECHHBI OHMIMPYOUH CHIBOPOTKH
BCJIEJICTBHE I'€IIaTUTA.

HapyImeHns c0 CTOPOHBI KOXKH ¥ OAKOXKHBIX TKaHeh

- HeuacTtsie: CBIIIb, 3y,

- UYacroTa HE YCTAaHOBJEHA: peakiusd (OTOCEHCHOMIM3AUY, aNoNelus, KpaluBHHIIA,
ARTVIOHEBPOTHUECKHH OTEK, Oy/uIe3Hble peakiuy, Bkmodas curapom Cruserca-J[KoHCoHa 1
TOKCHYECKHH SIMAEpPMAaNbHBI HEKPOIM3, OCTPBIH TeHepalu30BaHHBIA 9K3aHTEMAaTO3HBIN
IyCTYyJIe3.

Hapymenns co CTOPOHBI HOYeK ¥ MOYEBBIBOAMINX Y TSH

- UacroTa HE yCTAHOBJIEHA: OCTpas IIOYCYHAS HENOCTATOUHOCTD, TyOy IOMHTEePCTHLHMAILHEIA
Hedpur, HEPPUTUIESCKMH CHHIPOM, OTKIOHCHHS nozcasa%ﬂeﬁfg g 2 Iy O agbHO GO

COCTOsIHHUA IIOYCK. MI{HHCWPCTBQM 3ﬂ2A?Oi)g'$§HEHI/Iﬁ
061111/16 DaCCTDOfICTBa 1 HapyVUISHUS B MECTC BBEACHMA PROAYETARE bEEA&(;o;;aﬂemm

yeTePeTRR BRpas

- Hegactsre: oTeK , [punas Mf“ wbsmEy Benapyeh

- JacroTa HE YCTaHOBJICHA. YTOMIIACMOCTD. o 0o ot R

e
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JIabopaTopHble ¥ HHCTPYMEHTAILHBIC IAHHBIC

- Peqrkye: OBBIICHNE MAcCHL TENA.

Coo0IerHe 0 IOA03PEBaEMbIX HEXKENATENbHbIX PEaKIIIX

BaxHo coo0mars O MOJO3PEBAEMBIX HEXKEIATENbHBIX pPEaKIMsIX IOCIe PErHCTparuy
JIKapCTBEHHOTO IIperapara ¢ IEeNbI0 OOecmeveHus s Hero HENPEephIBHOrO MOHUTOPHHIA
COOTHOIICHHMS «II0JIb3a/prck». CIenuanicraM 34paBOOXPaHEHHS Ipeiaraercss cooOImarsk o
JEOOBIX TO03PEBAEMBIX IIOOOYHBIX PEAaKIUAX dYepe3 HANMOHATBHYIO CHCTEMY COOOLICHHS O
HeXeTaTeIbHBIX PeaKIuIX. '

[lanuenTty, ecld y HEro BO3HHKAIOT Kakue-TuOO HEKENaTeNbHbIe Peaklnd, PEKOMEHIYeTCs
IIPOKOHCYIBTHPOBATECS ¢ BpadoM. J[aHHAs PEKOMEH[AIMS PACOpOCTPaHAETCs Ha JEOObIe
BO3MOYKHEIE HEXeaTeIbHBIe PEAKIUH, B TOM YHCJIe Ha HE IEPEUUCICHHbIE B UHCTPYKIUH 110
npuMeHerHuto nperapara. CooOas O HEXENATeNbHBIX PeaKlHsIX, BBl IIOMOraeTe IOJYYHTh
Goible cBeeHuIL 0 6€30IIaCHOCTH IIpeTapaTa.

4.9  Ilepeno3upoBKa

Onucassl CIy4ad MepeJo3upoBKH KeromnpodeHa B mose no 2,5 r. B GonpmmHCTBE Ciyyacs
HabJoMaBIIecs CHMITOMEI HOCHIM JOOPOKAYeCTBEHHBIA XapakTep ¥ OrpaHUYMBAIUCH
3aTOPMOXKEHHOCTBIO, COHIIMBOCTEIO, TOIMHOTOH, PBOTOM 1 GONIBIO B SIUTaCTPHH.

CHenuaspHOr0 aHTHAOTA IpH Tepeo3upoBKe KeTopodena He cymecTByeT. [lpu moxo3pennu
Ha 3HAUUTENBHYIO INIEPENO3UPOBKY PEKOMEHIYeTCs IPOMBIBAHME JKETyAKa M IPOBEACHHE
CHMITOMATHYIECKOH ¥ IOIEP KABAIOIIIEH TEPAMY C IENBI0 YCTPaHeHH AeTHaparanun. Take
HYKHO KOHTPOJIHPOBATH [MyPe3 H KOPPEKTHPOBATh alli/i03 (IIPH Pa3BUTHH TakOBOTO).

[Ipy pasBUTAM [OYCYHOM HENOCTATOYHOCTH Uil YHAICHHS IMPKYTHPYIOMEro B KPOBH
JIeKapCTBEHHOTO Iperapara 3P GEKTHBHEIM MOXKET 0Ka3aThCA TeMOJUAIIN3.

S. OAPMAKOJIOI'HYECKHE CBOUCTBA % COTTIACOBAHO

5.1 (I)apMaKOIH/IHaMH‘IeCKI/Ie cBOHCTBA MUHRCTEECTBOM B,D',PABODXPAHEHKﬁ
PROITYEHAKY BERAFYCD

q)apMaKOTepaﬂeBTﬂquKaﬂ rpynma ‘Eﬂnmasm TimaereDorBa _:;zr.passoxpmzeﬂna

Hecrepouanble IPOTHBOBOCIATHUTENBHEIE U IIPOTHBOPCBMATH ‘CéKI:I? cpgg S iy ‘qef"mqugAﬂmg

IPOTIOHOBOM KHCIIOTHI
Kox ATX: MO1AEO3.

Mexanusm aeiicTBUS

VCTaHOBIEHO, UTO KETONPO(EH yrHETAET CHHTE3 [IPOCTATIIAHAMHOB 1 JIEHKOTPHEHOB, OIOKUPYs
dbepMeHT mUKITOOKCHreHasy (1o Kpaitmeli Mepe, nBa usodpepMenTa - mukiookcurenasy-1 (LOI'-
1) u muxnooxcurenasy-2 (LIOI'-2)), KOTOpBIA KaTalHM3HPYET CHHTE3 NPOCTArTaH/MHOB B
MeTaboJI3Me apaxuIOHOBOM KHCIIOTHL :

Kerompoder cTabMimsupyeT JH30COMATbHBIE MeMOpaHsl in Vitro M in Vvivo, B BBICOKHX
KOHI[CHTPAIMAX TOJIABILIET CUHTE3 JICHKOTPUEHOB in Vitro U obnamaer AHTHOPATMKUHUHOBOH
AKTHBHOCTBIO 11 VIVO.

MexaHU3M KapOTIOHIKAIOINEro TeHCTBHS KeTONpOodera HEeM3BECTEH, BO3MOXHO, OH YTHETACT
CHHTE3 NPOCTAIIAHAMHOB B LEHTPANbHOH HEpBHOH cHCTeMe (BEpOATHEE BCETO — B
TUIIOTAIAMYCe).

Kerompoder  sBiseTCs  HECTEPOMAHBIM  MPOTHBOPEBMATAYECKHM  IIpenapaToMm ¢
IIPOTHBOBOCIIANNTENBHEIM, —AHAIBICTHYECKMM M JKAapOIOHMKAIOIIIM neiicteueM. OH
ACTIONB3yeTcs s ObJerdeHus OOmM Tpu psne OONEBBIX CHHAPOMOB M UL IICUCHHS
BOCIIAIITEBHBIX, IETCHEPATHBHBIX B META00IMIECKIX PEBMATHYECKUX 3a00ICBAHNH.

V HEKOTOPHIX JKEHIUH KETONPO(EH YMEHBIIAET CUMIITOMBI IEPBUYHOM JUCMEHOPEH, BEPOATHO
3a cUeT MOJIABICHHS CHHTE3a 1/WIH 3DOEKTUBHOCTH [IPOCTArIaHInHOB.
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52  (MapMaKoKUHETHYECKHE CBOICTBA
BcacpiBanue

KeTonpogeHr XOpouIo BCAChIBAETCA B XKEITYA0THO-KUIIETHOM TPAKTE. ITocne nazunagerus 100 mr
KeTonpodeHa BHYTPh €ro IHKOBas KOHICHTPalls B IIa3Me (10,4 mxr/mim) mocturaercs 3a 1 yac
22 MEHYTHL BHOZOCTYIHOCTS KeTompogera 10ciIe Ha3HAUCHHA BHYTPb B 1103¢ 50 Mr cocTaBIsgeT
90% W JUHEHHO BO3PACTAET IIPU MOBBINCHHE 03Bl KeTompodeH SBISeTCS pareMHdecKol
CMeChI0, HO (apMaKOKHHETHKA JBYX SHAHTHOMEPOB CXOXKa.

Pacnpenesienue

99% KeTompodeHa CBA3BIBACTCA C OeNKaMM IUIa3MBI, NPEHMYIIECTBEHHO C (paximeii
ansOymuHa. Ero ofbem pacupepeneHus B Tamax cocrasiser 0,1-0,2 m/kr. Kerompoden
IpOHAKAET B CHHOBHAIBHYIO JKMIKOCTH. Uepe3 TpH dYaca IIOCIE HA3HAYCHHA 100 wmr
KeTonpo(eHa ero KOHIEHTPAIWs B ILIa3Me COCTABIAET OKOJO 3 MKI/MIL, a KOHUCHTDAIWs B
CHHOBHAIBLHOH XKHAKOCTH — 1,5 MKr/mur. Uepe3 AEBATH 4acOB €ro KOHICHTpaUHUsA B IUIa3Me
cocTapager oxoio 0,3 MKI/MJ, a KOHIIEHTpalys B CHHOBHAIbHOHN skxuakocTd — 0,8 MKr/MiL. 310
03HAYAET, 9TO KETOHMPO(eH MEICHHO IPOHMKAET B CHHOBHUAIBHYIO XXHIKOCTH M TAKKe
MEIJIEHHO BBIBOAMICS M3 Hee, B TO BpeMs KaK ero IUIa3MEHHAs KOHIEHTPAIMs CHUXKAeTCs
nanpire. Ecimu keTonpoden npuHUMaeTcs ¢ e10H, ero abcopOnus 3aMeiieTcs], a KOHICHTpaIus
B IUIA3MeE CHIDKAETCS HE3HAUUTEIHHO, HO IIPH 3TOM ero GHOXOCTYIIHOCTh He n3Mensaercs. [locie
mpremMa BHyTps 50 MI KerompodeHa BO BpeMs €fbl UeThIpe pasa B CYTKH IHKOBas
KOHIIGHTPAIAS, paBHas 3,9 MKT/MJI, JocTHrazack 3a 1,5 gaca o cpapEenmo ¢ 2,0 MKr/Mi depes
JIBa yaca IIPH IIpreMe KeToIpodeHa HaToIIaK. .

PaBHOBECHBIE KOHIICHTPAIMHA KeTompodeHa yeTaHaBINBAIOTCA Yepe3 24 Jaca mocie ero npruema.
V HOMHIIBIX TAIMEHTOB PABHOBECHAS KOHIIGHTPAIMA JOCTHIaIach 4epes 8,7 yaca U COCTaBILLIa
6,3 MKI/MIL.

MeTa00J13M 1 BbIBEICHUE

KeTonpod)eH MHTEHCHBHO METa0OIM3UPYeTCs IIeYeHOTHRIME MAKPOCOMAIBHEIME (pePMEHTaMIL.
OH CBA3BIBAETCS C TNIIOKYPOHOBOM KHCIOTOM U BEIBOAMTCS B 3T0H hopme m3 opranusma. Ilocie
IprieMa BHYTph €ro IUIa3MEHHbIH KiupeHc cocrapimter 1,16 mu/mum/kr. M3-3a GpicTporo
MeTaGo/IH3Ma €ro GHOJOTHIECKIH IEpHOJ IOy BEIBEICHIS COCTaBIIIeT BCero apa daca. Jlo 80%
KeTOHpo(eHa BEIBOJUTCS C MOUOM, IMaBHEIM oOpaszoM (cBbime 90%) B BHIE IVIOKYPOHH/IA
xetonpodena, u 0koso 10% BEIBOAUTCS C KaJIOM.

Oco0ple rpynnsl NAUEHTOB

C nopaxeHueM IeICHH

V HaIMeHTOB ¢ [EYCHOUYHON HEIOCTATOYHOCTHIO, BEPOATHO BCIEACTBHE THIIOANb0YMHHEMHN,
KOHIEHTpAaKs KeTompodeHa MOYTH yABamBaeTcss (CBOOONHBIA OHONOTMYCCKH AKTHBHBIA
keTompoder), uro TpeGyeT HA3HAYCHHS MUHHMAIBHOH CyTOUHOM [03bI, OOECIeuMBarOmedn
JIOCTATOYHEIA TepareBTHIeCKui 5P HeKT.

C mopa’xeHHEM IIOYEK

V HAIHEHTOB ¢ [OYETHON HeJOCTATOTHOCTBIO CHIDKAETCA KIUpeHe KeTonpodera. ITostomy mpu
TOKENON TOYeYHOM HEIOCTAaTOUHOCTH TPeOyeTCs YMCHBIICHUETOSHy v A COBAHO

MUAHUACTERPCTROM BIPARCOXPAHEHNMA
PECHVENAKY BELAPYCH
f Tipmxas MaEucTenoTER BAPABOOXPRHERIIN
OcTpasi TOKCHYHOCTD 5 conyfnxn Bors

LDso xerompodeHa Imocie Ha3HAYCHUs BHYTPh COCTaBHIA Y MBIIIEH 360" M7/ KTVMaCCE Tena, y
Kkpsic 160 MI/Kr B y MOpCKHX cBUHOK 1300 MI/KT Macchl Tena. LDso keTompodena B HECKOIBKO
pa3 Belre, yeM LDso MHIOMeTalHHA.

5.3 JlokIHHAYECKHE HCCIE0BAHUS fe3omacHoCTH

ToXCHIHOCTH IIPY MHOI'OKPATHOM HPHMEHEeHHH
B Teuenue 4 Heenb KphIcaM JaBald BHYTPh 2 MT, 6 MI' MK 18 Mr xerompodeHa Ha KI' MacChl
Tela cOOTBETCTBEHHO. 10% KUBOTHBIX, OTyYaBIIuX 18 MI/KT Macchl Tela, morubmu Ha 6 — 30-¢
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CYTKH, 2 Y HEKOTOPHIX OTMEYAINCH M3BI3BICHHS CIM3HCTOH 000JIOUKA KHINeYHuKa. Y Co0aK,
IOJTy9YABIIAX TAKYIO XK€ J03Y, OIMCAHBI TOJIBKO KHINCUHBIC M3BASBICHUSL, IIPH STOM HH OXHO
JKHBOTHOE He Toru6mo. Cpeli KUBOTHBIX, MONYYaBIINX HHIOMETAIMH B /03¢ 6 MI/KI MacChl
TeNa, IOrH6Ia [IOMOBMHA; BCE XUBOTHBIE, IIOTyYaBIIHe 18 MI/KT Macch! Tena, IIOrHOIm.

B 6-MecsSUHOM HCCIeI0BAHAK KPEICAaM NaBalid BHYTPh 3, 6 1k 9 Mr KeTonpodeHa Ha KI' MacChl
Tena. Uepes BoceMb HeeNb MOru6iy 53% caMIoB KPEIC, TOMyYaBumX 6 MIVKr i 67% caMIoB 1
20% caMOK KpEIC, IOy YaBuX 9 MI/Kr. Y KMBOTHBIX, KOTOPHIE TIOJIyJasd 9 MI/KT, IIa3MEHHbIE
KOHIIGHTPAllMK BCeX OCNIKOB CHH3WINCh, M YBEIHYWICS BEC CENIC3CHKM U ICUCHH.
'HCTOIATOIOTMYECKUE UCCIISIOBAHS TKaHEH BBDKMBIINX KMBOTHEIX HE BBIABUIINA XapaKTEPHBIX
HATOJIOTHYSCKAX U3MEHEHHUH.

KaH1eporeHHoCTh, MyTAT€HHOCTH ¥ BJIUSIHHAE HA (PePTUIBHOCTD

JlnuTeIbHBE HCCIENOBAHHS TOKCHYHOCTH Ha MBIMIAX, MONYYaBIIMX BHYTPh JO 32 Mr
KeTompoeHa Ha KI MacChl Teia B CYTKH, HE BBIABMIM KaHIEPOTEHHBIX 3(Q()EeKTOB 3TOro
npemnapata. Tect DiiMca Takke He BEIIBII KAaKHX-TMO0 MyTareHHbIX cBoicTB. Keronpoden e
BIUSUI Ha (epTHIBHOCTE CaMIIOB KPBIC, KOTOPBIE IOMyYaad BHYTPh A0 9 MI/KI/CYTKH. ¥ CaMOK
KpBIC, TOJNYy4YaBIIMX 6 MI WIX 9 MI' Ha KI' MacChl Tejia B CyTKH, CHIKaTOCh KOJIMYECTBO
IMIUIagTanEi. Y caMIoB Kphic M co0ak Obuio 0GHApYXKeHO HapyIIeHHe cIepMaToreHesa. ¥
coGaK u caMIoB 00e3bsH, IOIydaBIIAX BEICOKHE N03bI KeTonpodeHa, Habmoanoch CHIKEHHE
MaCCHI AMYeEK. ‘

TepaTorennocrn
He 6bUT0 ITOKA3aHO HY TePATOTeHHBIX d(P(EeKToB, HY BIMAHUA HA ILIOK Y MBIIIEH, [OJTyYaBIINX
xetompodeH B 03e 0 12 MI/KI/CYyTKH, B Y KPBIC, HOIyYaBIIHX 10 9 MI/KI/CYTKH. Y KPOJHKOB
TOKCHYHBIE /Ul MATEPHHCKOrO OpraHM3Ma 03Bl I[OBPEXIAmu IUIO[, HO He obmazand
TEPaTOreHHOCTHIO.

6. OAPMAINEBTUYECKUE JAHHBIE
6.1 ITepeueHb BCIOMOraTe/IbHbIX BEIIECTB
CoIepXKUMOe KaICyJIBL: JIAKTO3EI MOHOTHIPAT, MaTHMs CTeapaT, KPeMHHIS IHOKCH]T KOJIION THBIA
6e3poaubnt. O60II0UKa KalCyIIsL: xKenaTul, TaTana quokeun E 171, kpacurens romy6oi VE 131.

6.2 HecoBMeCTHMOCTD
He omucana.

6.3  Cpox rogaoctu
5 met. He MCIIONB30BATh O HCTEUCHUH CPOKA FOJAHOCTH, YKA3aHHOTO Ha yIaKOBKe.

6.4  Oco0ble MPexOCTOPOKHOCTH NPH XPAHEHNU

XpaHuTh B HEIOCTYIHOM /IS IeTell MecTe. COTJHACOBAHO
XpaHuth npu TeMueparype He Boime 25 °C. MIHUCTEFCTEOM S8IPARCOXPAHEHNA
- b PECITYEJYKE BEJAAPYCh

PaHUTh B OPUTHHAIBHOM YIIAKOBKE. o Iipunas I\:&n:ﬁm&pcma 30PABOOXPOECHAR
6.5  XapaxTep M COIEPRAMOE YIAKOBKH o e ey Bosiapy 2

[lo 25 xamcyT BO (IakOHE U3 TEMHOIO CTEKJIa BMECTe ¢ MHCTPYKIMEH MO IPUMEHEHHIO B
KapTOHHOH yIIaKOBKE.

6.6 OcoGbie Mepbl NPEXOCTOPOKHOCTH NPH  YHHYTOKEHUH  HCIOJIL30BAHHOIO
JIEKAPCTBEHHOr0  NpenapaTa WM  OTXOJ0B, NOJYYEHHBIX II0CI€  NPUMCHEHHU
JIeKAPCTBEHHOI0 IPerapaTa, i APyrue MaHUIYISIHA ¢ HpenapaToM

Ocob6sle TpeOOBaHMs OTCY TCTBYIOT.

6.7. YcaoBus OTIyCKA
OrmyckaeTcs [0 PELeTy.
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7. BJIAJIEJIELL PEIICTPAIINOHHOI'O YIAOCTOBEPEHUSA n
NPOMU3BOJAUTEJD

Jlex m.1., Beposuikosa 57, JIro6mana, CrioBeHHS.

TIpe/CTABATEND AepIKaTeN s PETHCTPAIIMOHHOTO yiocToBeperus B Pecniybimke benapycs:
IIpencrasurensctBo AO «Canzos @apMachroTHKAI3 A 1.)» (Pecrry6nuika Cnosenus), 220141,
r. Munck, yin. Axagevuka Kynpesuwa, 3, momemenme 49 tem. +375 (17) 396 22 35,
drugsafety.cis@novartis.com.
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